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SUBJECT: Final PPPA Rules to Require Child-Resistant Packaging for Certain
Household Products Containing Hydrocarbons

YOTE SHEET

The attached staff briefing package recommends that the Commission approve final rules to
require child-resistant (CR) packaging for certain household products containing hydrocarbons. The
rules, which are attached to the staff briefing package as Tab E, would apply prospectively to any
such products packaged after the effective date, which if the Commission approves the final rules as
drafted, would be one year after their publication in the Federal Register.

The draft final rules would require CR packaging pursuant to authority granted to the CPSC
by the Poison Prevention Packaging Act of 1970, as amended, (PPPA). The new regulations would
appear at 16 C.F.R. §§ 1700.14(a)(31) and (32).

The rules would apply to certain household products that contain ten percent (10%) or more
hydrocarbons and have a viscosity of less than 100 Saybolt Universal Seconds (SUS) at 100 °F
(covered products). For purposes of the rules, "hydrocarbons" are defined as those compounds, such
as simple petroleum distillates, that consist solely of carbon and hydrogen. This is consistent with the
proposed regulation (NPR) issued by the Commission for comment on January 3, 2000. 65 FR 93.

~, -

The provision at § 1700.14(a)(31) would apply to hazardous substances containing low-
viscosity hydrocarbons. The provision at § 1700.14(a)(32) would apply to drugs and cosmetics
containing low-viscosity hydrocarbons. This approach is due to the fact that the PPPA uses the
enforcement mechanisms of the Federal Hazardous Substances Act (FHSA) for the former and the
enforcement mechanisms of the Federal Food, Drug, and Cosmetics Act (FDCA) for the latter
category of household products.

The NPR would have imposed the CR requirements on certain aerosols and pump and trigger
sprayer packagings for covered products. These requirements are not imposed in the draft final rules.
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The staff recommends that the issues surrounding this aspect of the NPR be addressed in a future
proceeding.
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Please indicate your vote on the following options.

. APPROVE THE FINAL RULES AS DRAFTED.

(Signature) (Date)

APPROVE THE FINAL RULES WITH THE FOLLOWING CHANGES (PLEASE
SPECIFY).

(Signature) (Date)

DO NOT APPROVE THE FINAL RULES AS DRAFTED

(Signature)
(Date)
Iv. TAKE OTHER ACTION (PLEASE SPECIFY).
(Signature) (Date)
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Memorandum

Date:  SEP | 2 200l

TO - . The Commission
Todd Stevenson, Acting Secretary

THROUGH: Michael S. Solender, General Counsel F"U
Caroline Croft, Executive Director Lﬁ/

FROM . Ronald L. Medford, Assistant Executive Director for Hazard Identifi catlonfe Z_ﬂ/l
and Reduction
Suzanne Barone, Ph.D. Project Manager for Poison Prevention, -
Directorate for Health Sciences 7

SUBJECT : Child-Resistant Packaging of Consumer Products that Contain
. Hydrocarbons of Low Viscosity
This memorandum addresses the comments received in response to 1) the
proposed rule to require child-resistant packaging of products containing
hydrocarbons of low viscosity and 2) the staff analysis of supplemental cosmetic
exposure data. The staff recommendation that the Commission issue the rule is
also included. A copy of a draft Final Rule prepared by the Office of the General
Counselisat Tab E.

BACKGROUND

The Poison Prevention Packaging Act (PPPA) was established to protect
children from serious personal injury or illness resuiting from handling, using, or
ingesting hazardous household substances by requiring chiid-resistant packaging
of these substances. The current regulations of the PPPA require child-resistant
packaging of kindling and illuminating producis, paint solvents, and furniture polish
that contain hydrocarbons. However, as a chemical class, hydrocarbons are not
currently required to be in child-resistant packaging. These chemicals are the
primary ingredients in other consumer product categories that do not currently
require child-resistant packaging, including cosmetics and automotive products.
Direct aspiration into the lung, or aspiration during/following vomiting, of small
amounts of the hydrocarbons can result in chemical pneumonia, pulmonary
damage, and death. The viscasity of the hydrocarbon-containing product
determines the potential toxicity. Viscosity is the measurement of the ability of
liguid to flow. Liquids with high viscosity are thick or "syrupy" and liquids with low
viscosity may be more "watery.” Products with low viscosity pose a greater risk of
aspiration into the lungs.
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On January 3, 2000, the CPSC issued a Notice of Proposed Rulemaking
(NPR) proposing child-resistant packaging requirements for consumer products
that contain hydrocarbons of low viscosity. A copy of the NPR is at Tab A.

The Commission proposed two separate rules, one for Federal Hazardous
Substances Act (FHSA)-regulated products and the other for Food, Drug, and
Cosmetic Act (FDCA)-regulated products. The proposed rules would require child-
resistant packaging of prepackaged nonemulsion-type liquid household chemical
products or drugs and cosmetics that contain 10 percent or more hydrocarbons’
by weight with a viscosity of less than 100 Saybolt Universal seconds (SUS) at
100°F. (For products that contain muitiple hydrocarbons, the total percentage of
hydrocarbon in the product is calculated by adding the percentage by weight of the
individual hydrocarbon components.)

The NPR outlined several packaging types that would be exempted from
the rules including products packaged in aerosol cans, mechanical pumps, and
trigger sprayers, that expel product in a mist. For mechanical pumps and trigger
sprayers, the spray mechanism would be required to be permanently attached to
the Bottle or have a child-resistant attachment. However, if the mechanical pump
or trigger sprayer expels product in a stream (either solely or as an option), the
entire package including the pump mechanism would be required to be child-
resistant. Aerosol products that form a stream by the addition of an extension tube
inserted into the nozzle would be excluded from the packaging requirements if,
without the extender, the product would be expelled as a mist.

Writing markers and balipoint pens are exempted from full cautionary
fabeling requirements reiating to ingestion toxicity under the FHSA if they meet
certain specifications listed in the regulations. The Commission proposed that
‘these products also be exempted from any child-resistant packaging requirements.
in addition, the NPR proposed that cosmetics and other household substances
containing 10 percent or more hydrocarbon by weight with a viscosity under 100
SUS, such as battery terminal cleaners, paint markers, and make-up removal
pads, that do not have product free flowing from the packaging, be exempt from
any child-resistant packaging requirements.

The NPR was sent to 375 trade associations and businesses believed to be
involved with hydrocarbon-containing products. Seven individuals and groups
submitted comments (Tab B). Most of the comments focused on which products
should be subject to such a rule. Many of the comments reiterated comments that
were previously received in response to the Advance Notice of Proposed
Rulemaking (ANPR) and were addressed by the staff in the briefing package on
the NPR.

' Hydrocarbons, for purposes of the proposed rules, are defined as compounds that consist solely of
carbon and hydrogen.
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Several commenters requested a test method to define “stream” for
aerosol/pumpl/trigger sprayer products. The staff is not recommending that
products that expel through an aerosolftrigger/pump packaging be included in this
rule. At a later time, the staff will provide the Commission with a recommendation
on a proposed method for distinguishing between aerosols/triggers/pumps that
expel product in a stream that pose an aspiration risk and aerosols that expel
product in a mist that would not pose an aspiration risk.

At the Commission meeting on December 3, 1999, Commissioner Gall
requested that the staff develop a plan for the collection of additional data related
to ingestion incidents involving mineral oif-based cosmetics. To this end, the staff
recommended and the Commission approved the purchase of additional
information on exposures to mineral oil-based cosmetics from the American
Association of Poison Control Centers (AAPCC). These data were evaluated by
the staff. In an April 11, 2001 Federal Register notice, the Commission announced
to the public the availability of this information for comment (66 FR 18738). The
comment period, which was extended at the request of the Cosmetic, Toiletry, and
Fragrance Association (CTFA), ended on June 11, 2001. Four comments were
received regarding the additional exposure data (Tab C).

The comments on the NPR and the additional data, the staff's responses,
the findings required under the PPPA for issuance of a final rule, and the staff's
recommendations are discussed below.

RESPONSE TO COMMENTS
Mechanical Pumps and Trigger Sprayers

Comment: One commenter (CP00-1-6) requested that the language of the
proposed provision that would exempt pump- or trigger-actuated sprays that form
a mist (16 CFR § 1700.14(a)(30){i)) be ciarified to be available only for pump
sprays that have the pump unit permanently affixed to the container.

Response: The proposed exemption provision in the NPR reads,” Products in
packages in which the only non-child-resistant access to the contents is by a spray
device (e.g. aerosols or pump-or trigger-actuated sprays) that expels the product
solely as a mist.” The phrase “the only non-child-resistant access to the contents is
by a spray device” implicitly requires that the trigger or pump have either a
permanent or a child-resistant attachment to the package.

The staff is not addressing the aerosol/pump/trigger exemption for products that
expel in mist form in this briefing package. However, regardless of the status of the
requirement for the spray mechanism itself to be child-resistant, products in trigger
or pump sprayers that contain 10 percent or more hydrocarbons by weight with a
viscosity of less than 100 SUS at 100°F would be required to have either a chiid-



resistant or permanent attachment to the product container if a hydrocarbon rule is
issued. The draft final rule clarifies this requirement.

Comment: One commenter (CP00-1-4) suggested that senior testing not be
required for assessing the removability of a trigger sprayer from the bottle because
the child-resistant feature does not impact the usability of the product.

Response: Mechanical pumps and trigger sprayers have two points of access,
through the spray mechanism and the attachment of the spray mechanism to the
product container. Companies have two options concerning the attachment of the
sprayer to the bottle. The sprayer can be either permanently attached or have a
child-resistant attachment. A child-resistant attachment would be required if the
container were to be refillable.

The senior test protocot at 16 CFR § 1700.20 provides that senior adults on
the test panel open and close packaging properly according to the instructions
found on the package. If the instructions for use are to operate the trigger, this
feature should be tested (if the trigger mechanism is required to be child-resistant).
If no instructions are found, activation of the trigger wouid still be considered the
“normal usage” of the package. This agrees with the commenters’ assertion.
However, if there are instructions to refill the bottle or a refill is available for it,
manufacturers should test to see if senior adults could remove and properly
replace the trigger sprayer to refill the product container.

Single-Use Products

Comment: A comment (CP00-1-1) was received requesting that products intended
for “total package use” not require child-resistant packaging. The commenter
supported the addition of a labeling statement, and provided as an example, “Add
entire contents to gasoline tank.”

Response: This comment was addressed previously in the preamble of the NPR.
The staff reiterates that any regulated product that is intended to be fuily used in a
single application must meet the child-resistance and adult-use-effectiveness
specifications for the first opening, since the package must be effective for the life
of the product. The manufacturer may use any packaging option that meets these
requirements. [n addition, the package should be labeled conspicuousiy with the
direction that the entire contents should be used immediately upon opening.
However, this type of labeling will not eliminate the requirement for child-resistant
packaging beyond the first opening for products commaonly used for more than one
application. For example, an automotive additive would not necessarily be a
"single-use-product” if only a portion of the contents was added to certain engine
sizes.

Comment: Two commenters (CP00-1-4, 5) requested that language be added to
the rule to address single-use products. They suggest, “Any regulated product that



is intended and likely to be fully used in a single application must meet the child-
resistance and adult-use-effectiveness specifications for only the first opening.”

Response: The staff does not believe that additional language is necessary in the
rule to address child-resistant packaging of single-use-products. The PPPA
regulations clearly state that special packaging must continue to function for the
number of openings and closings customary for its size and contents (16 CFR
1700.15(a)). One opening would be customary for a single-use product.

Turpentine

Comment: One commenter (CP00-1-7) requested that the requirement of the
proposed rule be applied to turpentine with a viscosity level of less than 100 SUS
at 100°F in addition to hydrocarbons.

Response: Liquid household products that contain 10 percent or more turpentine
by weight now require child-resistant packaging. This rulemaking does not amend
or supercede the turpentine child-resistant packaging regulation to include a
viscosity requirement. While turpentine presents an aspiration hazard, turpentine
is also readily absorbed following ingestion and systemic toxicity can result. The
systemic toxicity associated with turpentine is different from the hazards of many
hydrocarbons which have low systemic toxicity but a significant risk of chemical
pneumonitis following aspiration. Turpentine, if ingested, is hazardous regardless
of the viscosity. Therefore, the staff recommends retaining the current turpentine
rule.

Writing Instruments

‘Comment: One commenter (CP0O-1-7) stated a concern that if a marker contained a
newly covered substance that was not exempted from FHSA labeling, the marker would
require child-resistant packaging.

Response: In the NPR, the Commission proposed an exemption from child-resistant
packaging for hydrocarbon-containing writing implements exempted from the FHSA
labeling requirements (16 CFR 1500.83). In addition, the Commission proposed to
exempt products from which the liquid could not flow freely. This would include paint
markers or other such products not exempted from the FHSA regulations. Therefore, If
a marker contained a “hydrocarbon” that is not specifically exempted under the FHSA
labeling requirements, it would stili not require child-resistant packaging as long as the
hydrocarbon did not freely flow from the implement. However, the proposed exemption
would not extend to substances beyond the "hydrocarbons” defined in the proposed
rule. The hazard of different substances and their packaging would be examined
separately. For example, pen-like markers that contain methacrylic acid were exempted
from the child-resistant packaging requirements following review of specific hazard
information (16 CFR 1700.14 (a)(29)). The staff does not recommend a “generic” PPPA
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exemption for all marker-type packaging. Each type of substance should continue to be
examined separately.

Effective Date

Comment: Two commenters (CP-00-1-4, 5) stated that an effective date of at
least one year was appropriate. However, they requested that the Commission
incorporate a procedure for companies to apply for a temporary stay of
enforcement as was done previously in the rulemaking to revise the child-resistant
packaging protocol test methods (80 FR 37710).

Response: The staff believes that one year is sufficient for manufacturers to adopt
child-resistant packaging far hydrocarbon-containing products. The commenter
provided no specific information that would demonstrate the need for additional
time. The staff does not recommend that the Commission include a special
procedure for the submission of requests for stays of enforcement as was dene
previously in the rulemaking to revise the child-resistant packaging protocol test
methods. The technical difficulties involved with changing many different closure
types, the large volume of products affected by that rule, and the availability of a
large supply of child-resistant closures justified the incorporation of a special
procedure. Those justifications do not hold for this current rulemaking. 1t should be
noted that companies could request a stay of enfarcement from the Commission
or enforcement discretion from the Office of Compliance at any time on a case by
case basis.

Caomment: One commenter (CP00-1-2) requested that the effective date take into
account the schedule for the development and marketing of suntan products,
which have a long lead-time. In addition, the commenter stated that products not
sold in one year may be held until the next season.

Response; The PPPA requires that no standard take effect later than one year
from the date a rule is issued. The effective date applies only o products
packaged on or after that date. Therefore suntan products packaged before the
effective data but soid after the effective date would not have to comply. According
to the commenter, the timing of bringing products to market is over a year.
However, the schedule from product development to packaging is less than one
year {according to the commenter, product lines are decided by December and
production begins in August of the following year). The one-year effective date
would thus allow ample time for suntan products subject to them to comply with
the child-resistant packaging standards.

Additional Data on Mineral Oil-Based Cosmetics
The following comments were received in response to the staff analysis of

additional information on exposures to mineral oil-based cosmetics from the brand
name data purchased from the AAPCC. Two commenters submitted comments about



aerosol products. These comments will not be addressed in this briefing packaging
since as was stated previously, the staff is not recommending that aerosols be included
in this ruie.

Comment: One commenter (CP-01-3-1) stated that it was important that CPSC
identify ail cosmetic products that would meet the criteria for requiring child-
resistant packaging in order tc protect children.

Response: Applicability of the proposed rule is based on the physicai and
chemical characteristics of the product and not its product category. That is, all
products that contain 10 percent hydrocarbons or more by weight with a viscosity
less than 100 SUS at 100°F would require child-resistant packaging. The purpose
of the rulemaking is to protect children from exposure to all products that contain
fow viscosity hydrocarbons that have the same potential for serious injury. The
staff solicited information about products and categeries of products that may fall
under this rule to assess the scope of the rule and to determine if child-resistant
packaging is available or can be developed for those ciasses of preducts. [f the
rule were issued as proposed, it weuld be the responsibility of the manufaciurer of
a preduct exhibiting the specified physical and chemical characteristics to comply
with the rule.

Comment: One commenter (CP-01-3-4) stated that the TESS data and staff
analyses are not valid for making the conclusion that mineral oil-containing
cosmetics require child-resistant packaging.

Response; The TESS database is a specialized data collection system that
contains information about calls to Poison Control Centers. The staff agrees that
there are limitations to the TESS data. However, these data support the fact that
children have access to cosmetic products that contain hydrocarbons. The
cosmetic trade association agrees that the TESS data demonstrates that chiidren
access mineral cil-based cosmetics. [f these products, or any others, have 10
percent or more hydrocarbons by weight with a viscosity less than 100 SUS at
100°F, serious injury could result from ingestion with accompanying aspiration.
The TESS data simply confirm this.

Comment: One commenter (CP-01-3-4} stated that there is a low incidence of
serious injuries and several of the deaths would not have been prevented by child-
resistant packaging.

Response: The PPPA does not require a minimum number of deaths and serious
injuries before the Commissian can proceed with a child-resistant packaging rule.
Rather, the PPPA requires that the Commission find that a substance is capable of
causing serious injury or iliness to young children that are exposed to it. The
purpose of the human experience data is to demonstrate that children access
products that may contain hydrocarbons and further validate the fact that
aspiration of hydrocarbon-centaining products with viscosities under 100 SUS at
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100 °F can result in serious injury. The data presented demonstrates these points.
However, the commenter states that the descriptions of the incidents do not
support the conclusion that child-resistant packaging would have protected these
children from death. The commenter attributes this either to the closure apparently
being left off in one instance or to information being inconclusive in the other
scenarios. While it is unknown if child-resistant packaging would have saved the
lives-of these children, the effectiveness of child-resistant packaging in reducing
death is well documented. For prescription medicines and aspirin alone, CPSC
estimates that the lives of over 900 children have been saved since child-resistant
packaging was first required for these products. The commenter does not attempt
to refute that aspiration of mineral oil-based cosmetics may be associated with
serious injury. Requiring child-resistant packaging wouid iimit access to these
products by children in the future.

Comment: One commenter (CP-01-3-4) provided a calculation of relative risk and
compared the risk of a baby oil fatality to the risk of death by other products and
the risk levels used by the Department of Defense and the Federal Aviation
Administration.

Response: The PPPA requires that the Commission find: 1) that a substance is
capable of causing serious injury or illness to young children that are exposed to it
and 2) that child-resistant packaging is technically feasibie, practicable, and
appropriate. The PPPA does not require a relative risk evaluation as a prerequisite
to requiring child-resistant packaging.

ADDITIONAL DEATH INFORMATION

The staff has become aware of an additiona!l death resulting from the
aspiration of baby oil (010628HAA3357). According to the mother, the child, a 15-
16 month-old who had a history of respiratcry problems, ingested baby oii. The
victim's twin brother opened the closed bottle of baby oil and gave it to the victim.
The child was admitted to the hcospital on the following day with breathing
problems and died 29 days after the exposure. The death certificate lists -
respiratory failure due to acute respiratory distress syndrome (ARDS) and oil
aspiration.

TECHNICAL FEASIBILITY, PRACTICABILITY, AND APPROPRIATENESS

Before issuing a reguiation for hydrocarbon-containing products under the
PPPA, the Commission must find that child-resistant packaging is technically
feasible, practicable, and appropriate. Technical feasibility may be found when
technology exists or can be readily developed to produce packaging that conforms
to the standards described above. Practicability means that packaging complying
with the standards can utilize modern mass production and assembly line
techniques. Packaging is appropriate when complying packaging will adequately
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protect the integrity of the substance and not interfere with its intended storage or
use.

The Commission made these findings preliminarily and proposed the rule.
No comments were received regarding the technicail aspects of child-resistant
packaging. Therefore, the CPSC staff continues to conclude that the available
data support the finding that it is technically feasible, practicable, and appropriate
to produce special packaging for products that contain 10 percent hydrocarbons or
more by weight with a viscosity less than 100 SUS at 100°F.

EFFECTIVE DATE

The PPPA provides that no regulation shall take effect sooner than 180
days or later than one year from the date such finai regulation is issued, except
that, for good cause, the Commission may estabiish an earlier effective date if it
finds that it is in the public interest to do so.

The Commission proposed a one-year effective date. Several comments
were received regarding the effective date. The comments requested additional
time for companies that may need it. However, no information was submitted to
demonstrate that more than one year would be necessary to adopt child-resistant
packaging.

The staff estimates that manufacturers can make all of the packaging
changes within one year. Therefore, the staff continues to recommend an effective
date of one year for this rulemaking. There is nothing to preclude an individual
company from requesting relief from the Commission or the Office of Compliance
if specific difficulties arise. The staff does not recommend the addition of a general
procedure for stays of enforcement. No commenter provided specific information
that would warrant instituting such a procedure.

ECONOMIC CONSIDERATIONS

A discussion of the economic censiderations associated with requiring
child-resistant packaging of household chemical products and cosmetics is at Tab
D.

Before issuing a rule, in addition o complying with the requirements in the
PPPA, the Commission must either assess the impact of a reguiation on small
businesses, or certify that there will not be a significant economic effect on a
substantial number of small entities.

There are several reasons to expect that the rule will not have a significant
economic effect on a substantial number of small entities. First, the incrementat
cost of CR packaging is low, usually in the range of $0.005 to $0.02 per package.
These costs are generally passed on to the consumers and do not adversely
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impact the manufacturers. Second, most manufactures of household, personal
care, and cosmetic products tend to have diverse product lines that include
product formulations that would not be covered by the regulations. Thus, the
number of products that will require child-resistant packaging under this regulation
may represent only a small proportion of any one firm's production. Finally,
because the rule only applies to products packaged after the effective date, firms
will be able to sell existing inventory of packaged product not in child-resistant
containers. Since the effective date is one year after the Commission adopts the
rule, firms should have sufficient time to find or develop chiid-resistant closures for
their packages. Until, the effective date, firms can continue to package the
products in non-child resistant packaging. Product packaged before the effective
date may be distributed and sold after the effective date.

In the NPR, the Commission certified that the proposed rule if promulgated
would not have a significant economic effect on a substantial number of small
entities. The NPR was sent to 375 trade associations and companies believed to
make products that contain hydrocarbons. The Commission did not receive any
comments in response to the NPR that questioned the certification. Therefore,
based on the available information, there is no evidence that the rule wouid have a
significant economic impact on a substantial number of small entities.

ENVIRONMENTAL CONSIDERATIONS

A special packaging requirement wiil have little or no potential for affecting
the human environment since the manufacture, use, and disposal of child-resistant
packaging willi present the same environmental effects as non child-resistant
packaging.

OPTIONS
The following options are available to the Commission:

1. The Commission may issue rules requiring special packaging for household »
chemical and cosmetic products containing 10 percent hydrocarbon or more by
weight and having a viscosity of less than 100 SUS at 100°F if the Commission
finds that:

i.) special packaging is required to protect young children from serious
personal injury or iliness from handling, using or ingesting the
product; and

ii.) special packaging is technically feasible, practicable, and
appropriate.

2. The Commission may decide not o issue special packaging rules for
hydrocarbon-containing products if it cannot make these findings.
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RECOMMENDATION AND DISCUSSION

The staff recommends that the Commission issue the rules to require child-
resistant packaging of products containing 10 percent or more hydrocarbons by
weight and having a viscosity less than 100 SUS at 100°F.

The NPR was sent to 375 trade associations and companies. Few
comments and information not addressed previously in the NPR were submitted.
No new information was received that would change the staff's belief that
rulemaking to require child-resistant packaging of hydrocarbon-containing
products is needed. The toxicity of hydrocarbons is well defined and exposure is
documented. The draft final rule would protect children from the same hazardous
chemicais regardless of the preduct they are in.

Hydrocarbon-containing household chemical and cosmetic products with a
viscosity level of less than 100 SUS at 100°F can cause serious injury or death if
aspirated. For example, several brands of baby oll. a preduct intended for use on
small children, are labeled with a warning as follows:

"For external use only. Keep out of children's reach to avoid
drinking and accidental inhalation, which can cause serious
injury. Should breathing problems occur, consult a doctor
immediately.”

The possibility of serious injury documented on these manufacturers’
product labels is precisely the finding the Commission must make to impose a
child-resistant packaging requirement under the PPPA. The warning on baby oil is
not specifically mandated by the FDA. Rather, the FDA's regulaticns at (21 CFR
740.1(a))} requires that, "the label of a cosmetic product bear a warning statement
whenever necessary or appropriate to prevent a health hazard that may be
associated with the product.” Thus, while the CTFA's comments assert that these
products do not cause injury, the association members are labeling their products
to warn about the serious injury that could result from ingestion or aspiration.

Although the CTFA does not agree with the staff about the need for chiid-
resistant packaging for minerai oil-based cosmetics. they do agree that the data
demonstrate that children access mineral oil-based cosmetics. The reparted cases
of serious injury and three deaths from baby oil, and a death from a hair
moisturizer substantiate the potential hazard of these products.

It should also be clarified that the rule would not require chiid-resistant
packaging of mineral oil-based cosmetics as a class. The rule would require child-
resistant packaging only of hydrocarbon-containing consumer products
possessing the physical and chemical characteristics that pose the requisite risk of

—
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serious injury. The staff believes that sufficient information exists for the
Commission to make the required findings and issue the rules.

No comments were received that guestioned the technical findings or
provided information that child-resistant packaging could not be adopted for a
particular product. Therefore, the data support the necessary findings that child-
resistant packaging is technically feasible, practicable, and appropriate for
hydrocarbon-containing products.

The staff continues to recommend an effective date of one year. This will
allow ample time to convert to child-resistant packaging and retire existing
packaging stocks. While several commenters requested additional time, no
information was submitted demonstrating that more time would be necessary. The
staff does not recommend that the Commission issue a specific procedure for
stays of enforcement as it had in the past with the revision of the child-resistant
packaging test protocols.

We do not believe that these rules will have a significant effect on a
substantiai number of small businesses. We base this conclusion on our previous
experience with child-resistant packaging costs and the lack of any comments
from small businesses or others asserting any adverse effects.

-12-
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Applicability: Model A200 series airplanes,
certificated in anv category: except those on
which Airbus Madification 04201 has been
accomplished.

Note 1: This AD applies to each airslane
identified in the preceding apphoabdiny
provision, regardless of whether it has been
otherwise modified. ajtered. or repaired in
the area subiect to the requirements of this
AD. For airplanes that have been madified,
altered. or repaired so that the performance
of the requirefnents of this AD is affected, the
owner/operator must request approval for an
alternative methed of compliance in
accordance with paragraph ic) of this AD.
The request should include an assessment of
the effect of the modification. alteration. or
repair on the unsafe conditicn addressed by
this AD: and, if the unsafe condition has not
been eliminated. the request shouid include
specific proposed actions to address it.

Camplicnce: Raquired as indicated. unless
accomplished previousiv.

T2 detect and correct corrosion of the
fuselage skin panel. which cculd result in
cracking and consequent reduced structural
integrity of the airplane, accomplish the
foilowing:

Inspection

{a} Perform a one-time detaiied visual
inspection of the outer surface of the fuselags
skin pane: between {fuselage frames ¥R29 and
FR40. and between stringsrs 27 and 23, for
corrosicn: in accordance with Airbus Service
Builetin A300-53-0328. dated March 3.
1999. Perfcrm the inspection at the
applicable time specified in paragraph {aj(1).
fa)i2}, or fa){23) of this AD. If anv corresion
is found. prior to further flight, repair {i.e.,
rework corroded areas, ot repair or replace
panels, as applicable) in accordance with the
service bullatin, except as provided by
paragraph {bi of this AD. Temporary repairs
must be replaced with permanent repairs
prior o accumulation of tha iife limits
specified in the service bulletin.

(1) For airplanes for which the date of
manufacture was less than 13 vears befare
the eifective date of this AD: Inspect within
18 months after the effective date of this AD.

(2} For airplanes for which the date of
manufacture was at ieast 15 but less than 20
vears hefore the effective date of this AD:
Inspect withia 12 months afier the effective
date of this AD.

{3) For zirplanes for which the date of
manufacture was 20 or more vears before the
effective date of this AD: Inspect within &
manths after the effective date of this AD.

Note 2: For the purposes of this AD. a
detailed visual inspection is defined as: "An
intensive visual examination of a specific
structural area. svstem, installation. or
assembiy to detect damage, failure. or
irregulartty. Available lighting is normally
supplemented with a direct source of good
lighting at intensity decmed appropriate by
the inspector, Inspecticn aids such as mirror,
magnifying lenses, etc.. may be used. Surface
cleaning and siaborate access procedures
may be required.”

(b) Where Airbus Service Builetin AZ00—
53-03228. Jated March 5. 1898, specifies that
Airbus may be contacted for u repair, prior

Alternative Methods of Compliance

.n aiteraative methoid =
ustineat of the complian
srovides an acceplable leve 1fety mav be
used i approved oy the Manager.
International Branch. ANM-:116. FAA,
Transpoert Airplane Diractorate. Operators
shall subsmit their requests through an
appropriate FAA Principal Maintenancs
Inspector, who may sdd cemments and then
send it o the Manager. Internatignai Branch.
ANM-116.

Note 3: Informatisn cencerning <he
exisience nf approved aliernative methods of
compliance with this AD, if any. may be
siimned fom the Interngtional Branch.
ANM-116.

Special Flight Permits

(i) Special ilight permits may be ssued in
accordance with sections 27,197 and 21.199
cf the Federal Aviaticn Regulations (14 CFR
21.197 and 21.199) ‘o operate the airplane to
a lecation where the requirements of this AD
can be accomplished.

Note 4: The subiect of shis AD is adriressad
in French airworthiness directive 1999-209—
281{B]. datad Mayv 19. 1599.

Issued in Rentcn. Washirgton. on
December 27, 1999.

D.L. Riggin,

Acting Manager. Transport Airglane
Direc:orate. Aircraft Certification Service.
[FR Doc. 9u-34032 Filed 12-30~99; 3:45 am]
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1700

Household Products Containing
Hydrocarbons

AGENCY: Consumer Product Safety
Commission.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Consumer Product Safety
Commission {"“CPSC” or “"Commission’)
has reason to believe that child-resistant
packaging may be needed to protect
children from serious illness or injury
from products that contain low-viscosity
hydrocarbons. This notice of proposed
rulemaking (“NFR”) proposes a rule
under the Poison Prevention Packaging
Act ("PPPA") that would require child-
resistant packaging for many products
that contain low-viscosity
hydrocarbons. The Commission solicits
written comments from interested
Perscns.

DATES: The Commission must receive
any comments in response to this notice
by March 20, 2000,

ADDRESSES: Comments sirouid he
maiied. preferahlv in five copiss, to the
Oftice of the Secretary. Cansumer
Product Satety Commission,
Washinyton. D.C. 20207-0001, or
delivered to the Office of the Secretarv.,
Coensumer Product Safety Commission,
Room 302, 4330 East-West Highway,
Bethesda, Marvland 20814: teiephone
(301) 504—-0800. Comments also may be
filed by telefacsimile to (301)504-0127
or by email to cpsc-os@cpsc.gov.
Comments should be captioned "NPR
for Hydrocarbons.”

FOR FURTHER INFORMATION CONTACT:
Suzanne Barone. Directorate for
Epidemiology and Health Sciences.
Consumer Product Safety Commission,
Washington. DC 29207: telephone (301)
3040477, axt. 1196.

SUPPLEMENTARY INFOCRMATION:

A. Background

The Poison Prevention Packaging Act
(“"PPPA"), 15 U.S.C. 1471-1478.
authorizes the 1.5, Consumer Product
Safety Commission {"CP5C") to require
child-resistant packaging of hazardous
household substances in appropriate
cases. This notice proposes to require
child-resistant packaging for certain
low-viscosity hvdrocarbon products. !

Direct aspiraticn into the lung, or
aspiration during vomiting, of small
amounts of petroleum distillates and
other similar hydracarben soivents can
result in chemical preumonia,
pulmonary damags, and death. Except
in specific instances. the current
regulations do not require that these
solvents be in child-resistant packaging.
However, these chemicals are the
primary ingredients in many different
consumer products to which children
have access.

The viscosity of a hvdrocarben-
containing preduct contributes to its
potential toxicity. Viscosity is the
measurement of the ability of liquid to
flow. Liquids with high viscosities are
thick or “syrupy.” and liquids with low
vigcosities are more “waterv.” Products
with low viscosity pose a greater risk of
aspiration into the lungs.

Under regulations issued under the
Federal Hazardous Substances Act
{*FHSA"), the CPSC regulates the
labeling of hazardous househsld
substances containing 10 percent or
more by weight petroleum distillates
because these products may cause
injury or illness if ingested. 16 CFR
1500.14. The PPPA regulations also
require child-resistant packaging for
some household products containing

»

! Statements by the Commissioners concerning
this acticn are available from the Cffice cf the
Secretary.

—_
[PH
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petroleum distillates. 16 CFR 1700.14.
Under these PPPA reguiations, certain
consumer products containing 10
percent cr more by weight of petroleum
distillates, and having viscosities less
than 100 Savbolt Universal Seconds
{SUS) at 100°F, are subject to child-
resistant packaging standards. These
PPPA-regulated products include
prepackaged liquid kindling and
illuminating preparations {e.g., lighter
fluid) (16 CFR 1700.14(a)(7}),
prepackaged solvents for paint or other
similar surface-coating materials (e.g..
paint thinners) (16 CFR 1700.14(a}(15)),
and nonemuision liquid furniture polish
(16 CFR 1700.14{a)(2)).

Because hydrocarbons are not now
regulated under the PPPA as a chemical
class. many hydrocarbon-based
consumer products are not required to -
be in child-resistant packaging. For
example, cleaning solvents, automotive
chemicals, shoe-care products, and
cosmetics may contain large amounts of
various hvdrocarbons and are not
required to be in child-resistant
packaging. The existing child-resistant
packaging standard requirss child-
resistant packaging of prepackaged
kerosene for use as lamp fuel; however,
a gun cleaning soivent that contains
over 90 percent kerosene does not have
to meet this requirement, Minerai Spirits
used as a paint solvent require child-
resistant packaging, but spot removers
containing 73 percent mineral spirits,
and water repellents containing 95
percent mineral spirits, do not.

On February 28, 1997, the CPSC
issued an advance notice of propesed
rulemaking (“ANPR") to request
comments and information about
whether to require child-resistant
packaging of hazardous househoald
products that contain petroleum
distillates and other hydrocarhons. 62
FR 8659. In addition to protecting
children from serious injury, a rule
requiring ail hazardous products
containing hydrocarbons to be subject to
a child-resistant packaging standard
would create a more consistent and
comprehensive regulatory approach to
child-resistant packaging for these
products.

In the ANPR, the Commission
solicited information on four specific
issues: (1) The appropriate viscosity
and/or percentage composition to be
used as a threshold for requiring
products that contain petroleum
distillates to be in child-resistant
packaging, {(2) the inclusion of serosol
products in a requirement for the child-
resistant packaging of products
containing petroleum distillates cr other
hydrocarbons. (3) the scope of a rule to
extend bevond petroleum distiliates to

include other hvdrocarbons, such as
benzene, toluene. xvlene, pine oii. and
limonene. and (4) the inclusion of
restricted flow as an additionai
requirement for certain products, which
would restrict the amount of product
dispensed from an opened package
during each attempt.

The Commission also solicited
information on products that may be
affected by such a rule. including
chemical properties, users and use
patterns, current packaging and
labeling, economic information, and
incident reports. The Commission
extended the comment period until
September 1. 1997, at the request of the
Chemical Specialty Manufacturers
Association (“CSMA™) and the
Cosmetic, Teiletrv, and Fragrance
Asscciation ("CTFA"™). 62 FR 22897
(April 28, 1997}, 62 FR 38948 (Julv 21,
1997).

Staff also sent copies of the ANPR to
9 trade associations (representing over
1300 small and large companies} and to
over 200 individual manufacturers of
household products that may contain
hvdrocarbons.

B. The Scope of the Proposed
Regulation

After reviewing the comments
submitted in response to the ANPR. the
Commission decided to propose a broad
PPPA rule for househald products that
contain chemicals capable of causing
chemical pneumonia and death
foilowing aspiraticn. The remainder of
this Section B describes the scope and
form of the proposed rule. Additional
discussion of the rationale for these
decisions is in later sections of this
notice.

The proposed rule applies to
prepackaged nonemulsion-tvpe liquid
household chemical products, including
drugs and cosmetics, that contain 10
percent or more hydrocarbons by weight
and have a viscosity of less than 100
SUS at 100°F. Hvdrocarbons are defined
as compounds that consist solely of
carbon and hydrogen. For products that
contain muitiple hvdrocarbons, the total
percentage of hydrocarbon in the
product is calculated by adding the
percentage by weight cf the individual
hydrocarbon components.

The definition of what is a
“household substance” that can be
regulated under the PPPA includes both
a “hazardous substance” as defined in
the FHSA and a “food, drug, or
cosmetic™ as those terms are defined in
the Federal Food, Drug, and Cosmetic
Act ("FDCA").2 The enforcement of the

* A third category of products is included in the
PPPA's deiniticn of ~“househoid substance.™ Thus

PPPA with respect to hazardous
substances reiies on the misbranding
and prohibited acts sections of the
FHSA. The enforcement of child-
resistant packaging requirements
applicable to foads. drugs. at cosmetics
relies on comparable provisions of the
FDCA. Therefore, the Commission is
issuing two separate rules, one for
hazardous substances and one for drugs
and cosmetics, to more closely associate
a particular rule with the applicable
enforcement mechanism. {Foods also
are not covered under the proposed
rule, because there are no data
indicating a need for child-resistant
packaging of food products.}

On November 19, 1993, the staff met
with interested trade associations to
discuss the scape of the notential rule.
The emphasis of the meeting was to
ootain information on various products
or packaging tvpes that shculd he
included ar excluded from the rule
(Meeting log, Decamber 3, 1998),
Several trade associations submitted
comments in response to the meeting.
Atter considering these and the other
comments, the Commission decided to
exclude from the proposed rule
products that do not present the risk of
aspiration because of the wav the
product is dispensed. For example.
aerosol products {i.e., pressurized spray
containers) that expel the product in a
mist do not pose the risk of aspiration.
The Commission also excluded
products packaged in mechanical
pumps and trigger spravers that expel
preduct in a mist, provided that the
spray mechanism is either permanently
attached to the bottle or has a child-
resistant attachment. This makes the
misted pump or trigger spraver package
equivalent to an aerosol can, If the
aerosol can. mechanical pump, or
trigger spraver axpels product in a
stream (either solely or as an option),
the sprav mechanism and the means for
aifixing it to the reservoir container
must be child-resistant. Aerasois and
permanently affixed pumps or triggers
may use a child-resistant overcap in lieu
of a child-resistant actuating
mechanism. Also, aerosol products that
form 2 stream only when an extension

is ""a substance intended for use as fuel when stored
in a portable container and used in the heating,
cooking, or refrigeration system of a house.” 15
U.5.C. 147U2)(C). These fuels are not subiect to the
proposed rule hecause there is no reason to believe
there is a need for child-resistant packaging of such
products. (The Commission believes that products
such as cans of kerosene sold 10 consumers likely
are not “‘fuel * * * used in the healing * = *
system of a house,” even though some kerosene is
used in portable heaters that may be used to heat

a house. However, the Commission conciudes that
such products are “hazardous substanceis|” as
defined in the FHSA )

.
[o i)



Federal Register/Vol. 65, No. 1/Monday. January

3. 2000/ Proposed Rules

tube is inserted into the nozzle would
be excluded from the packaging
requirements if, without the tube, the
product is expelled as a mist.

The FHSA regulation partiailv
exempts small packages, minor hazards.
and special circumstances from the
FHSA’s labeling requirements. 18 CFR
1500.83(a). Writing markers and
ballpoint pens are exempt from full
cautionary labeling requirements
relating to toxicity if they meet certain
specifications listed in the regulations.
These products are also excluded from
the proposed child-resistant packaging
requirenments due to the difficulty a
child would have obtaining a toxic
amount of fluid from these tvpes of
products. For the same reason, products
that are packaged so their contenis are
not free-flowing, such as some batterv -
terminai cleaners. paint markers, and
make-up removal pads, are excluded
from the proposed child-resistant
packaging requirements.

The foilowing section describes some
of the products that may be subject to
a child-resisfant packaging standard if
the proposed rule is ultimatelv issued.

C. Products That May Be Subject to the
Proposed Rule

The proposed standard inciudes all
household products as defined in the
PPPA. uniess exempted, that contain 10
percent or more hydrocarbons by weight
and have a viscosity of less than 100
SUS at 100°F. This would impact manv
different classes of products that
currenslv do not require child-resistant
packaging. However, not al] of the
preducts within each category would
require child-resistant packaging under
the proposed rule. because many of
those products do not mest the specified
composition and viscosity criteria.

The staff identified several different
automotive products that would require
child-resistant packaging under the
proposed rule. These products include
carburetor cleaners. fuel injection
cleaners, and some gasoline additives.
Many of these products are intended for
single use, and some are already in
child-resistant packaging. Automotive
lubricants, including motor oil and
spray lubricants, for the most part will
not be included in a proposed rule
because motor oils have high viscosities
and aerosols that expel the product as
a mist are excluded from the proposed
rule.

Other household chemicals subject to
the proposed rule include spot removers
and water repellents. Several of the spot
removers that the staff identified were
already in child-resistant packaging.
However, the water repellents,
especially those made for shoe care, are

not. Cleaning products, including some
floor and metal cleaners. would also be
impacted by the propnsed rule. Some
miscellaneous sports-related products,
including gun cleaners and archery
arrow feather water repellents, contain
hydrocarbons but were not in child-
resistant packaging. Most writing
instruments. including all markers and
pens, are exempt from the proposed rule
because they do not expel free-flowing
hvdrocarbons.

The current PPPA regulation requires
child-resistant packaging of solvents for
paint and other surface coatings, but
child-resistant packaging of paint and
varnishes themselves is not currently
required. Most paints wouid not be
included in the proposed rule because
they contain insufficient hydrocarbons
or are too viscous. However, some
sealers. non-water-based varnishes, and
stains may be covered. As discussed
above, aerosol spray paints are not
included in the proposed rule.

There are several categeories of
cosmetics that would be included in the
proposed rule. In general, creams and
lotions are not subject to the rule
because they are zither too viscous or
are zmulsions. Maost haby ails,
excluding loticns and gels. would be
included in the proposal. The inclusion
of other cosmetic products depends on
their viscosities. Because of their
composition and viscosities, some bath
and suntan oils would be subject to the
proposad rule. while others would not.
Make-up removers and naii/cuticle
conditioners may or may not require
child-resistant packaging depending on
hydrecarbon content, viscosity, and
product form. Wipes and saturated pads
are exempt.

These are the major product groups
that have been identified. There may be
other individuai products that would
require child-resistant packaging that
have not been identified either by the
staif or the comments on the ANPR.

The following section addresses the
comments on the ANPR and further
discusses the rationale for the scope of
this rule.

D. The Commission’s Response to
Comments on the ANPR

The ANPR was sent to 221 trade
associations and businesses believed to
be involved with petroleum-distillate-
containing products. Thirty individuals
and groups submitted comments. Four
commenters (comments numbered
CP97-2-3, -11,~12, -18) supported the
rule. Most of the other comments
focused on which products should ar
shouid not be subject to such a rule.

1. The scope of tie rule.

{a) Aerosals. Conunent: Should a
child-resistant packaging standard for
low-viscosity petroleum distiilates
include aerosal products?

Response: There is insufficient
evidence to demonstrate that there is a
serious aspiration hazard from self-
pressurized aerosals or sprav mists that
contain petroleum distiilates. The
commenters cited the results of animal
studies conducted in the 1960’s. The
staff is not aware of new animal or
human experience data that would
change the conclusions that misted
aerosols spraved into the mouth do not
pool in the mouth 1o resuit in
aspiration. Accordingly, hvdrocarbon-
containing products in pressurized
containers, that are expeiled as a mist,
are exempt from the proposed child-
resistant packaging requirements.

Under the FHSA, special labeling
related to toxicity is required for
products containing 10 percent or more
by weight of toluene, xvlene. and
petroleum distillates that may be
aspirated into the lungs and resuit in
chemical pneumonitis and death. For
aerosol products, this special labeling
under 16 CFR 1500.14(b)(3} related to
the ingestion of hydrocarbon-containing
products is required only when the
contents are expelled as a stream. The
industry requested that all hydrocarbon-
containing aeresols be exempted from
the child-resistant packaging
requirements. However, a large volume
delivered directly into the mouth could
result in aspiration. Therefere, self-
pressurized packages of hvdrocarbon-
containing products that can be
dispensed in a coherent stream would
be subject to the proposed child-
resistant packaging requirements.
Aerasol products that form a stream
oniy when an extension tube is inserted
into the nozzle would be excluded from o
the packaging requirements if. without
the tube, the product is expelled as a
mist. The CPSC laboratory staff
determined that these products can be
expelled through the extension tube at
a rate of 1-2 ml/sec {Cobb, March 8,
1899). However, it is unlikely that a 2-
or 3-year-old child would obtain a
sufficient amount of fluid via this route
to cause an aspiration hazard.

(b) Viscosity. Issue: What is the
appropriate viscosity for requiring
child-resistant packaging of products
that contain hvdrocarbons?

Response: After reviewing the
submitted data and comments
pertaining to viscosity, the Coernmission
determined that the viscosity level
where child-resistant packaging is not
needed to protect children should
remain at or above 100 SUS at 100°F.
This is the viscosity below which the
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FHSA regulations require precautionary
labeling for ingestion of petroieumn
distillate-centaining products and the
PFPA reguiations require child-resistant
packaging of ihres product categoiies
(furniturs polish. paint solvenis. and
kindling and Nluminating products).

Commenters and the medical
literature agree that lower viscosities are
associated with a greater risk of
aspiraticn; however, there is no
agreement about defining a “'safe”™ upper
level for viscosity. One published
review article suggests that products
with viscosities of 80 SUS or greater
have low aspiration potential (Litovitz
and Greene. 1988). Another recent
review article recommends that only
preducts with viscosities of less than
73.4 SUS require labels warning about
the hazard of aspiration (Craan. 1996j.

A draft revision to the Canadian
Consumer Chemicals and Containers
Regulations {CCCR) adopts 73.4 SUS
and below {cr child-resistant packaging
and cauticnary labeling requirements.
The current Canadian labeling and
packaging requirements (CP97-2-23)
use 70 SUS as the upper level.

There are concerns about this level
because aspirations and resulting
serious inury or death fom
preumonitis and lipoid preumonia
have been decumented with mineral oii-
based preducts such as baby oil (Reyes
De La Rocha =t al, 1985, Perrot et al,
1992, iDL 97030HCCA0323). These
products have viscosities in the 60-75
SUS range.

Another comment asserted that the
appropriate upper level based on the
animal studies by Gerarde in the 1960's
was 31 5US {Klein, July 18, 1993,
Gerarde. 1963). However, this ievel is
too low, since it is at or clese to the
viscosity associated with aspiration of
products that resulted in deaths and
serious injuries. Therefore, the proposai
includes products with viscosity levels
less than 100 S5 at 100°F within the
child-resistant packaging standard.

This would expand the current child-
resistant packaging requirements from
those limited to furniture polish,
kindling and illuminating fluids. and
paint soivents to include other product
categories with similar ingredients and
viscosities.

(c) Hydrocarbons other than
petroleum distillates. Issue. Should a
child-resistant packaging requirement
include products that contain
hydrocarbons other than petreleum
distillates?

Response: Comments for and against
including hyvdrocarbons other than
petroieum distillates were received,
Some commenters wanted to limit the
rule to petroleum distillates. Other

commenters suggested that compounds
with the same risk of aspiration should
be regulated regardless of their source.
The Commission's decision falls
between these two suggestions. The
preposed rule includes products with
soivems containing only hydrogen and
carben. commonly known as
“hvdrocarbons.” The term “petroleum
distillate” is archaic and refers to
mixtures of hvdrocarbens that are
distitled from petroleum. There has
been confusion about “petroleumn
distillates.” especiallv regarding the
aromatic hvdrecarbons benzene, xylene,
and toluene. The arcmatics are
components of some of the distillation
fractions. However, the aromatics are
not universally considered to be
petroieum distillates because the
texicity of aromatics differs from the
aliphatic chemicals. The Canadian
standards currenilv do not include the
aromatic hydrocarbons n their
definition oi petroleum distiliates for
cautionary laveling and child-resistant
packaging {CP97-2-23),

In order for the proposed rule to be
definite and comprehensive, the
Commission proposes to not use the
term " petroleum distillate” to define the
scope of the tuje. Instead the rule
appiies to those chemicals that contain
oniy hvdrogen and carbon. This will
minimize confusion by making it clear
that the aromatic hydrocarbons are
intended to be included in a child-
resistant packaging requirement.
However. this does not change the
FHSA's specilic labeling requirements
for the aromatic hvdrocarbons. The
Canadians havs taken a similar
approach. A draft revision to the
Canadian standard eliminates the term
“petreleum distillate™ and lists
chemical structures and classes to
clarify what is included in the
regulations.

Using the termn hvdrocarbon clarifies
that the rulemaking will not be limited
to petrolenm-derived chemicals. It also
eliminates ane commenter’s concern
about confusion over whether the
chemical limonene includes several
different compounds. The
recommended rule does not name
individual compounds. Whether a
product would require child-resistant
packaging would depend on the total
amount of hydrocarbon (by weight) and
the product's viscosity.

The draft standard in Canada extends
the requirements for labeling and
packaging of aspiration hazards to
include certain alcohols and ketones.
The CPSC did not expand this
rulemaking to include non-hydrocarbon
chemicals, such as terpene alcohols,
ketones. or alcohols, because of the

diverse chemistry, toxicity, and uses of
these chremicails. These non-
hydrocarbon chemical classes shouid be
evaluated separately for the need for
child-resistant nackaging.

{2) Restricted flow.

Issue: Should restricted flow be an
additional requirement for certain
products?

Response: Restricted flow is defined
in 16 CFR 1700.15(d) as "= * * the flow
of liquid is so restricted that not more
than 2 milliliters of the contents can be
obtained when the inverted, opened
container is shaken or squeezed once or
when the container is otherwise
activated once.” Restricted fow is
required in addition to child-resistant
packaging for liquid furniture polish
because many ingestions occurred while
the product was in use and the top was
already off. 16 CFR 1700.14(a)(2).

Restricted flow alene is nor adequate
to protect children, however. It does not
prevent the child from directly
accessing the product if the package is
not child-resistant. Although restricted
flow limits the amount of product a
child can chtain each time the child
attempts to ingest the product from the
container, it does not limit the number
of attemnpts the child may make,

None of the commenters identified a
product class as needing restricted flow
in addition ta child-resistant packaging.
Several commenters mentioned that
restricted flow would impede the use of
products where greater volumes are
necessary for use. These commenters
did not identify specilic products.

A commenter requested that restricted
flow be an alternative to child-resistant
packaging for cosmetic products such as
baby, body, and bath oils. The
commenter stated that older adults
might have difficulty opening the child-

resistant packaging with hands wet from

the bath or shower. The commenter
stated that many of these products
already had restricted How,

The CPSC staff examined some
cosmetic products with restricted
orifices. None of these products met the
PPPA s regulatory definition of
restricted flow. The PPPA test
procedures use adults aged 30 to 70 to
determine adult-use-effectiveness for
most packaging. This has led to the
development of packaging systems that
are easier for all adults to use properiy
(including resecuring the cap).

Furthermore, the rationale ior
restricted flow with furniture pelish is
that children would have access to the
bottle during its use, in addition o
when it was in storage. Therefore. the
restricted-{low requirement is in
addition to. not in lieu of. child-
resistant packaging.

Rl
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The Commission has not identified
any specific product or product category
where restricted flow would add
additional protecticn to children.
Therefore, the Commission is not
requiring restricted flow for additional
product categories. The requirement for
restricted flow of liquid furniture polish
currently in the PPPA regulations will
remain.

(3) Injury data.

Comment: Several commenters
(CP97-2-6, —15, —19-21) stated that the
number of incidents and deaths were
low and that child-resistant packaging
was not justified.

Response: The CPSC believes that
child-resistant packaging regulations
should not be based solelv on the
number of incidents known ta have
occurred in the past. Before issuing a
regulation under the PPPA, the
Commission must find that *'the degree
or nature of the hazard to children in
the availability of hydrocarbons. by
reason of its packaging, is such that
special packaging is required to protect
children from serious perscnal injury or
serious illness resulting from handling,
using, or ingesting such substance.” 15
U.S.C. 1472(a)(1).

The ANPR presented ingestion data
from various sources, including the
CPSC’s National Electronic Injury
Surveillance Svstem (“"NEISS™) and the
Taxic Exposure Surveillance System
{"TESS"} maintained by the American
Association of Poison Control Centers
{“AAPCC"). The staff collected
additicnal information on the NEISS
cases where possible. The data
collection was limited to product
categories that may contain petreleum
distillates and that are not currently
required to be in child-resistant
packaging. From these data, it can be
shown that children do gain access to
the categories of products that include
some products that contain
hvdrocarbons.

The potential for aspiration and
serious injury from these chemicals is
well documented. Each time a child
gains access to one of these products
that is not in child-resistant packaging.
there is the potential for ingestion,
aspiration, pneumonitis, and death.
Therefore. the Commission is proposing
to require child-resistant packaging to
protect children from accessing these
products.

(4} Packaging.

(a} Exempt aerosols. Comment: One
commenter (CP97-2-20 and 20a) stated
that there are no currently availahle
child-resistant/senior-friendly overcaps
for aerosols. The commenter requested
that the rule be clarified to say that

aerosols are exempt from the senior-
friendly requirements.

Response: The PPPA regulations
exempt from the senior-friendly portion
of the PPPA’s requirements products
that must be in aerosol form and
products that require metal containers
with reciosable metal closures. 16 CFR
1700.15(5)(2}(ii}(A). It is unnecessary to
repeat this exemption specificaily in a
rule for hydrocarbon-containing
products. However, the staff is aware of
several child-resistant overcap designs
that meet the senior-friendly
requirements, The Commission will
consider revisiting this issue in the
future. but it is outside the scope of this
rulemaking.

(b) Exempt single-use products with
heat seals. Comment: Several
commenters (CP97-2-20a and 7)
requested that singie use products with
heat seals be exempted from the
requirements.

flesponse: Any regulated product that
is intended and likely to be fully used
in a single application must meet the
child-resistance and adult-use-
effectiveness specifications for only the
first cpening, since a toxic amount of
the product will nat remain after the
product is opened and used. The
manufacturer may use any packaging
opticn that meets the PPPA
requirements for the first opening. The
CPSC has no data from tests of packages
with thermal foil seals.

(5} Miscellaneous.

{a] Education campaign. Comment:
The CSMA and several of its members
(CP97-2-20. -15) requested that CPSC
work with them and others on an
education campaign to encourage
consumers to read product labels and
folicw the directions and cautions. They
request this because several of the
incidents occurred while the product
was not in its original container and,
therefore, child-resistant packaging
would not have prevented the incidents.

Response: The Commission agrees
that education has value when used to
communicate a safetv message.
Consumers need to be reminded to use
child-resistant packaging properly.
However. education does not replace
the need for child-resistant packaging.
Child-resistant packaging prevents
ingestions and saves lives directly by
creating a barrier between the child and
the substance.

{b) Parental responsibility. Comment:
One commenter (CP97-2—4) indicated
that the issue was one of parental
responsibility and that regulation was
unnecessary.

Response: The issue of parental
responsibility and child peisoning is not
new. The Congressionai Committee on

Commerce dealt with this issue while
drafting the Poison Prevention
Packaging Act of 1970. The Committee
report states, ** * * * parental
negligence is not the primary cause of
poisonings. There are too many
potentially hazardous products in the
modern home 10 hope that all of them
can be kept out of the reach of
chiidren.” Child-resistant packaging
creates a barrier between the child and
the hazardous product when aduit
vigilance is insufficient. Therefore. the
Commission proposes a rule to protect
from ingesting products having the same
potential aspiration hazard as other
preducts that currently are required to
have child-resistant packaging.

(c) Labeling. Comment: Comments
(CP97-2-6, —25) were received stating
that the labeling required under the
FHSA was adequate to protect against
the hazard and that child-resistant
packaging was therefors unnecessary.

Response: Labeis make important
information available to the consumer;
however, poisoning data demonstrate
the inadequacy of labeling alone as an
injury prevention strategy, The PPPA
itself recognizes that FHSA labeling is
not necessarily adequate to protect
children by giving the Commission the
ability to require child-resistant
packaging for products that are toxic
and thus alreadv have to bear
precautionary labeling including “Keep
out of the reach of chiidren.” Human
experience shows that it is unrealistic to
expect labels to provide the same degree
of protection as child-resistant
packaging.

(d} Garage storage. Comment: A
comment (CP97-2-1) stated that
automotive products should not be
included because they are stored in the
garage and children do not have access
to them.

{e) Response: The NEISS and TESS -
data included in the ANPR demonstrate
that children do gain access to
automotive products. These products
should be in child-resistant packaging if
they contain hydrocarbons and can be
aspirated. Severai companies
voluntarily package their hydrocarbon-
containing automaotive products in
child-resistant packaging.

() Graffiti and “huffing.”” Comment:
One commenter {CP97-2—25) stated that
child-resistant packaging of aeroscl
paints would not prevent vandalism or
inhalant abuse (huffing),

Response: The Commission agrees
with the commenter. The purpose of
this rulemaking is to prevent children
under 3 vears of age from ingesting
products that result in serious injury. To
the extent that graffiti and huffing are
done by older children, this
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recommended rule would have little. if
anv. effect on these behaviors. To the
extent the comment argues that aercsols
shouid not be subject to the rule. most
(those that expel the substance as a
mist) are not.

(8) Increased risk of injurv to children.
Comment: The Cosmetics. Toiletries,
and Fragrance Association (CP97-2-28)
commented that requiring child-
resistant packaging on babv oil could
result in an increase in babies falling
from changing tables or an increase in
drowning incidents in bath tubs hecause
parents would have to use both hands
to open the package.

Response: According to the CTFA,
about 70 percent of baby oil is used on
adults and not babies. The comment
assumes that adults who use babv oil on
children now use only one hand to open
and squirt out the product. The CTFA
provided no evidence to support this,
Containers for sther baby products.
including tubes or jars, often require
two hands to open or use. The labeling
on baby powder, for example. instructs
parents to sprinkle the powder into their
hands and then rub it on the babv. The
comment also assumes that two hands
are required to apen all chiid-resistant
packaging. In fact, however. there are
child-resistant designs that can be
opened with one hand. Further, parents
can open the baby oil container ahead
of time. The Commission finds it highly
unlikely that baby oil in chiid-resistant
packaging would increase the number of
falls and drowning incidents.

E. Injury Data

The following section updates the
ingestion data from household chemical
products. The injury data reviewed at
the time the ANPR was issued did not
include cosmetic products. The CPSC
staff has now reviewed ingestions of
cosmetics product categories, including
nail products, sunscreen and suntan
preparations. bath oil and creams,
lotions, and make-up, and the results
are outlined below, along with a
separate discussion of baby oil ingestion
data.

1. Household chemicals.

The CPSC maintains the NEISS
database of product-related injuries that
were treated in hospital emergency
rooms, The NEISS data are derived from
a statistical sample of hospital
emergency rooms in the United States,
However, many ingestion exposures are
handled by Poison Control Centers and
are not treated in emergency rooms. The
TESS database, which includes calls to
poison control centers, is nota
statistical sample, and the numbers of
incidents cannot be used to make
national estimates. The number of

exposures reperted in TESS represents a
large percentage of the total cails to
peison centers in a given vear. However,
the total annual number of ingestion
incidents is likely to be greater than the
actual number of cases reported in
TESS.

The CPSC staff examined the NEISS
data for ingestions by children under 5
years of age for the vears 1995 through
1997. The product categories examined
include workshop chemicals, adhesives,
lubricants, metal polishes, automotive
chemicals, paints. varnishes, and
shellacs, spot removers. and automotive
waxes, polishes. and cleaners. There
were an estimated 6.800 % 1,300
pediatric ingestions of these products
seen in emergency rooms during the 3-
vear period.

In additicn, the CPSC purchases TESS
data for children under 5 vears of age
from the AAPCC each year. The data
purchased include reported exposure
calls. Informaticnal calls are not
purchased. The data de not include
trade names. They are coded for broad
product categories in a singie code. The
CPSC staff examined unintentional
ingestion incidents from categories that
contain products that may require child-
resistant packaging under the
regulation. These include carpet,
upholstery, leather. or vinyl cleaners;
automotive hvdrocarbons: hydrocarbon
spot removers; lubricants; other
hydrocarbons; unknown hydrocarbons;
other or unknown rust removers; floor
wax. polish. or sealers: toluene or
xylene adhesives: toluene or xylene:
stains; and varnish and lacquers.

There were 44.781 ingestions of these
products recorded in TESS for the years
1995-1997 (12,592, 16,433, and 15,758,
respectively). Of these ingestions, 612
cases were also coded as aspirations.
According to TESS guidelines.
aspiration cases are automatically coded
as ingestions in the TESS system, Of the
aspiration cases, 122 resuited in
“moderate” medical cutcecmes and 4 in
“major” outcomes. No deaths from these
product categories were reported during
this period. A number of children had
specific respiratory effects that were the
direct result of the aspiration of the
product. These include 31 cases of
pneumonitis, 5 cases of respiratory
depression, and 1 case of pulmonary
edema.

Not all products in these categories
contain hydrocarbons or have a
viscosity of less than 100 SUS at 100 °F,
For example, many of the adhesives and
lubricants may have viscosities higher
than 100 SUS. However, the data
demonstrate that children do access the
types of household chemical preducts
that can contain hazardous levels of

hvdrocarbons. If these products contain
hvdrocarbons and have viscosities iess
than 100 SUS at 100 °F, children are at
risk of aspiration and pneumoaia. If the
products are not hazardous
hvdrecarbon-containing products, the
proposed rule does not affect them.

{2) Cosmetics.

NEIES does not have specific codes
for cosmetic products. Therefore, NEISS
data are not included in the review of
cosmetics ingestions. GPSC staff
examined TESS data for the vears 1995-
1997 for 4 general cosmetic categories
known to have products that contain
hvdrocarbons. These include
miscellanecus nail products, sunscreen
and suntan preparations, bubble bath
and bath oil. and creams, lotions. and
make-up.

There were 74.042 ingestions of these
products recorded in TESS for the years
1995-1397 (21,850, 25,514, and 26,678,
respectively). Of these ingestions. 114
cases were coded as aspirations. Of the
aspiration cases. 5 resulted in
“moderate’ medical outcemes, 2 in
“major’”’ outcomes, and 1 in a death
{from baby oil). A number of children
had specific respiratory effects that were
the direct result of the aspiration of the
product. These include 2 cases of
preumeonitis, 2 cases of respiratory
depression, and 1 case of respiratory
arrest.

As stated previously, not all of the
products in the categories contain
hvdrocarbons. For examptle, bath oil
may contain hydrocarkons. but bubble
bath is usually an aqueous detergent
soluticn that would nct be covered by
the rule. In addition, not all of the
hydrocarbon-containing products in
each category would require child-
resistant packaging because thev have
viscosities of 100 SUS or mare at 100 °F.
Creams and lotions that are emulsions
would also not be included. For
example, the staff collected a
convenience sample of 5 different
tanning products labeled as containing
mineral oil and measured the viscosities
and percentages by weight of
hydrocarbons in these preducts. Of the
five tanning products collected, one was
an emulsion (lotion), two were tanning
oils with viscosities in the 246 SUS
range, and two were tanning oils with
viscosities in the 65 SUS range. Only
the latter two products would require
child-resistant packaging under the
proposed rule. This analysis cannot be
extrapolated to identifv the percentage
of products in any category that may fall
within the scope of the recommended
rule. The example illustrates that there
can be a range of viscosities in cosmetic
products in the same categorv.
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The cosmetic trade association argues
that the aspiration hazard does not exist
for cosmetic products. However, some
companies warn sbout the possibility of
serious iniury on their labels, using the
foilowing: “For external use oniyv. Keep
out of chiidren’s reach te avoid drinking
and accidental inhalation, which can
cause serious injury. Should breathing
preplems occur, consult a doctar
immediatelv.” The FDA dces not
require this warning. The FDCA (21 CFR
740.1(a)) requires that “the label of a
cosmetic product bear a warning
statement whenever necessary or
appropriate to prevent a health hazard
that mav be associated with the
product.”

The TESS database doccuments
aspirations from cosmetic products. In
addition, the reported cases of serious -
injuries and a death rom baby oil.
regardless of the circumstances and
whether child-resistant packaging
would have prevented them, reinforce
and support the potential hazard of
these products. The viscosities of these
products fail in the range where
aspiration may be a hazard. The
poisoning data indicate that children are
accessing household chemicals and
casmetics that contain hydrocarbens.
The potentiai for sericus injury exists,

(3] Baby eil.

The Commission was specifically
interested in incidents involving baby
oil. A literature review documented one
case of serigus injury following
aspiraticn of baby oil (Reves de la
Rocha, ot gf., 1983). The CTFA's
comment documented a similar ¢ase
that resulted in permanent impairnent
of a child. The limited details that the
CTFA suppiied did not directly
correlate with the published case. The
two cases may not be the same.
Moreover, thare was a death of a child
foilowing ingestion of baby oil
documented by the AAPCC (Litovitz et
al.. 1997), The CPSC staff investigated
the circumstances of the death (1D}
97030HCCo033); however, limited
informaticn was obtained. The child
died 23 days after the ingestion. There
was speculation that between 10 and 14
ounces of baby oil may have been
ingested, although it was reported that
the chiid was covered with baby oil.
According to the AAPCC report a part
of the cap was found in the child’s
stomach. The CTFA questioned ihe
circumstances of this death.
Nevertheless, the reported decrease in
oxygen saturation and lung infiltration
are consistent with aspiration
pneumonitis.

The CPSC purchased data on
expasures to baby oil by children under
5 vears of age that AAPCC had compiled

for the vears 1996 and 1997, OQver 2.500
incidents were reported during the 2-
voar period. Most of these cases
inveived ingestion. Most of the cases
were managed at home. Several children
exilibited svmptems and were admitted
to :he hospital. The CTFA also
purchased these data and commented. It
concluded that the Jdata demonstrate the
safety of baby oil.

Tne Commission is concerned about
products such as baby oil that use
lightweight mineral oi} and have
viscosities in the 60-99 SUS range. The
authors of one repert of a case involving
babv il conclude that “baby oil
aspiration can be one of the causes of
acute respiratory distress in children”
[Reves de la Rocha. 1983). They
advocate that the latent danger of babv
cil needs to be puklicized since it
appears that babv ¢il is not recognized
as a cause of diffuse pneumonia and
respiratory distress. This was
demonstrated in a recent case
documented in NEISS
(981026HEP9021]). An infant was
accidentally given bBaby oil. According
ta the mother. she was told by the
poisen control center and the
pediatrician that the child would have
diarrhea. However, 3 davs later the
chiid was admitted to the hospital with
preumonia. While child-resistant
packaging would not have prevented
this ingestion, the case illustrates the
potertial dangers of the lightweight-
mineral-cil-based products with
viscosities under 100 SUS.

F. Technical Feasibility, Practicability,
and Appropriateness

The PPPA standards for child-
resistance and adult-use-effectiveness
are defined in 16 CFR 1700.15 and are
based on the resuits of human
performance tests described in 16 CFR
1700.20. When tested according to the
methods. 80 percent of tested children
(41-32 months old) (based on 200
children) must not ke able to access the
package. In addition. most packages
must be accessible to 30% of tested
adults aged 50-70. The exceptions to
this are products that require metat
containers with metal closures or
aerosols. These products must be
accessiblz 1o 90% of adults tested aged
18 to 45 {16 CFR 1700.13(hj(2}(ii)}).
When this notice refers to child-
resistance, it also means that the
package meets the senior standard.
unliess otherwise specified.

Before issuing a regulation under the
PPPA, the Commission must find that
child-resistant packaging is technically
feasible. practicable, and appropriate for
the regulated products. 15 U.5.C.
1472(a)(2]. “Technical feasibility"” may

hue found when technology exists or ran
he developed to produce packaging that
conforms to the standards described
above. “Practicability”™ means that
packaging complving with the standards
can ulilize modern mass produection and
assemolv line techniques. Packaging is
“apprepriate” when complyving
packaging will adequately protect the
integrity of the substance and not
interfere wtth its intended storage or
use.

The CPSC staff assessed the packaging
of a range of products that may be
included in the rule. Based cn that
assessment, the Commission believes
that chiid-resistant packaging is
technicailv feasibie, practicable, and
appropriate for hvdrocarbon-centaining
products. There are currentlv three
product categories that contain
petroleum-derived hydrocarbons and for
which child-resistant packaging is
required (16 CFR 1700.14(aj{(2). (7], and
(15)}. Child-resistant packaging that
meets the standards is available and
compatibie with these hvdrocarbon-
containing products. Many of the
products that would be included in the
recommended ruie are similar in
composition and use. This section will
summarize technical informaticn o
support the findings for the variety of
packaging types commanly used for
hvdrocarbon-containing products.

“1. Continuous threaded packaging.
Most packages that contain liquid
products are currently sold with nen-
child-resistant continuous threaded
{CT}(screw on) closures. These closures
can be made of plastic or metal. This
type of closure has been successfully
modified to be child-resistant. There are
several different types of child-resistant
continuous threaded designs. The most
common is the ASTM type LA closurss,
These are two-piece child-resistant -
closures that open by “'pushing and
turning.” These types of closures are
already being used on hydrocarbon-
containing products, such as liguid
furniture poiish and mineral spirits.
These and other tvpes of continuous
threaded closures are available from
many different manufacturers. Stock
closures are available and come in a
variety of sizes, skirt lengths, and liner
options. Plastic-on-metal closures are
also available for products with solvents
that may be incompatible with plastics.

Closures are also availsble that can
accept brush applicators, Smaller sizes
of these closures may have to he
developed to accommaodate the small
hottles used for nail dryers and nail
moisturizers. These packages are very
similar to those used for nail primers
that ¢ontain methacryiic acid, for which
the Commission recently required child-
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resistant packaging. 64 FR 3279@ {June
18. 1999).

In most cases. the development of
new clesures or sizes will be
unnecessary. However. modilications to
the bottie neck finish andsor to the
existing sorting and capping aquipment
mayv be necessary to change from non-
child-resistant to child-resistant
continuous threaded packaging.

{2) Dispensing packp aging (inserts and
flip-tops). The staff examined some
cosmetic products that would be
included in the recommended rule.
Many baby oil, suntan oil, and bath oil
products are cirrently packaged with
dispensing capability. Several different
packaging designs are being used.
including restricted orifice plug inserts,
flip-top dispensers, and finger pump
dispensers.

The piug inserts and the tlip caos
both function by decreasing the orifice
of the opening of the bottle. The plug
insert fits flush with the opening “of the
bottle and does not interfere with the
function of the closure. A child-resistant
continuous threaded closure can replace
the existing non-child-resistant closure
as described above. The CPSC is not
aware of any commercially available
child-resistant flip-top closures for
liquids. However, plug inserts with
child-resistant closures can be
substituted and serve the same function.
Plug inserts are compatible with
mineral-oil-based cosmetics because
several of the cosmetic products
currently use plug inserts.
Manufacturers may have to changs
bottle neck finishes or buy piug insert
equipment if thev are not currently
using the inserts.

i3} Pump dispensers. Some suntan
oils are available with finger pumps.
The Commission recently addressed the
child-resistance of finger pumps during
the minoxidil rulemaking. In a comment
in that rulemaking, a manufacturer said
that it could make a child-resistant
finger pump. The finger spraver {or
minoxidil has to be metered ta deliver
a specific dose. This is not the case for
hydrocarbon-containing products:
therefore, the development of a finger
sprayer for these products shouid be
less complicated.

Companies using finger pumps have
other options, Other products in this
category use piug inserts as described
above. In addition. there are several
child-resistant overcaps being
developed specifically for pump
sprayers.

Some of these alternatives are more
complex than others and “would require
more time and money to complete.

(4) Aerosols and trigger sprovers. Any
product meeting the proposed

requirements that is in aerosel. pumgp,
or tridger sprayver packaging, and that is
expeiied as a stream, must be in a child-
resistant package. Child-resistant
aercsoi overcaps are available on the
market. There are severaj designs that
are also senior friendlv. Since the
overcaps do not come in contact with
the products, compatibility of overcaps
is not an issue.

For products that currently use a
trigger spraver, the CPSC is aware of a

child-resistant trigger spraver on the
markat and of several cther designs
under development. The Commission
addressed the issue of child-resistant
trigger spravers during the fluoride
rulemaking (63 FR 29949}

(5] Metal container closures. There are
several designs. including snap caps
and CT’s, that are child-resistant and
can be used with metal cans. These
types of closures are currently heing
used on tighter tTuids and some paint
solvents. They are commerciaily
available and compatible with
hvdrocarbens.

"The CPSC concludes that the
available data support the finding that it
is technically feasiblie, practicable, and
appropriate to produce special
packaging for preducts that contain 10
percant hydrocarhons ar more by weight
with a viscosity less than 100 SUS at
100 °F.

G. Effective Date

The PPPA provides that no regulation
shail take effect sooner than 150 days or
later than one vear from the date such
final regulaticn is issued, except that,
for gocd cause, the Commission may
establish an earlier effective date if it
finds that it is in the public interest to
do so. 13 U.5.C. 1471 note.

This rulemaking covers diverse
groups of products with diverse
packaging. Some cf the packaging
changes may be minimal, while others
may be more extensive. For example.
even though there are child-resistant
packages readily available. changes from
too! design to product-filling-line
equipment may he required to replace
some of the non-child-resistant
packaging with various types of child-
resistant packaging. In addition, there
are multiple options available to
manufacturers. Cost and consumer
preference may play arole in
determining which child-resistant
feature is best suited to a product. Not
all products in the same product
category may take the same time to
change to child-resistant packaging.
However, the CPSC estimates that all of
these packaging changes could be
achieved within t year. Therefore. the
Commission proposes an effective date

of 1 vear after publication of the finai
rule.

H. Economic Considerations

1. Introduction. Under the Regulatary
Flexihility Act. the Cemmission must.
when proposing a rule, either assess the
impact of a reguiation on smatl entities
or certify that there will not be a
significant sconomic effect on a
substantial aumber of small entities.
This section summarizes information
about the potential impact on small
businesses for hoth househeld chemical
products and cosmetics and abeout the
likely costs of packaging. After
considering the available information.
and the factors referred to in 15 U.S.C.

1472[b}, the Commission concludes that
the oroposed rule is reasonable.

Three trade associations provided
comments on 3conomic issues: the Arts
& Creative Materials Institute {"AGCMI");
CSMA; and CTFA. The comments
focused on {1) costs of child-resistant
packag"ng for specific types of
packaging or products and (2} the effects
cf the proposal on some marzufacturers
because of the uniqueness of their
preducts. Only a few individual
companies provided comments relating
to economic issues.

Beiow, the Commission provides
information on the products likely to
contain hvdrocarbons with
characteristics sudject to the proposal.
Hvdrocarbon-containing products
regulated under the FHSA and FDCA

e discussed separately.

2. Hydrocarbon-containing products
regulated under the FHSA.

{a) Market information. Hydrocarbon-
containing products 10T CONSUINET UsSe
that are regulated under the FHSA
appear in many product categories,
inciuding adhesives, air fresheners, all
purpose cleaners. all purpose lubricants. ,
art materials such as markers,
automotive fluids and cleaners, metal
cleaners and poiishes, paint solvents,
shee polishes, spot removers. and water
repellents. The products are dispensed
in aerosol. gel, liquid and soiid form.

Based on a surv ey of justa’ ‘few’” of
its 400 member companies, the CSMA
reported that an average of about 80
million units of hydrocarbon-containing
products are sold annually. The C8MA
said its members consider product
formulation to be confidentiai business
information. One individual company
reported annual average sales of about 2
million units of hvdrocarbon-containing
products in bottles and cans. However,
no information on product categnries or
formulations was provided.

Tabie I provides 1996 dollar and unit
sales for some categories of autcmotive
and household cleaning products that
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are lixelv to contain products
formulated with hvdrocarbons.
However, the data do not raveal the

share of the market attributusble to
hvdrocarbon-containing products with
characieristics that meet the criteria lor

the proposed ruie or that are now
packaged in child-resistant packaging.

TABLE 1.—SELECTED HOUSEHOLD PRCDUCT CATEGCRIES LIKELY TG CONTAIN PRODUCTS FORMULATED WITH

HYCRCCARBONS

Product category

Auto treatments/ other auto lUidS ..o

Auto waxes/pélishes .......cccoeeeenee
Furniture polish _........ccoccocieverinnns
Fioor cleaners, wax, wax removers ...
Shaeivinyl polish, cleaner/wax
Specialty cleaner. polish ........
Household lubricants

3 Sales Units 1 . Average re-
‘millions) imillicnsy i tail pnce 13)

276.9 ! 164.6 1.68
2185 83.9 2.60

2120 54.0 3.93

109.7 7. 2.30

31.0 13.1 2.37

48.4 9.5 5.09

136 71 1.82

Source: Share Facts. Find/SVP, 1996

" Units are defined by Share Facis as 16 oz. equivalents

The Tabie 1 data do not include
paints, coatings, or art materials.
Although the National Paint and
Coating Association {""NPCA"), which
represents about half of the
manufacturers or fillers of aerescl
paints, noted that many aerosol paint
formulas contain hydrocarbons. the
association did not provide unit or
dollar sajes for these products.
However, products packaged in zerosol
containers that deliver a fine mist spray
would not be subject to the prooosed
ruie. Additicnailv. non-aerosol paints
are not subject to the propesed rule
hecause of their high viscaosity.

The ACMI :‘epresents about 200
member companies that manufacture art
and creative materiais. ACM! surveved
its members and reported that less than
60 {exact number unknown) seil
products that the proposal would cover.
The associaticn wrote that the preducts
to which the propesal would apply are
fairly specialized products used by
adults (product tvpes unspecified) in
the art/hobby fields and that the
preducts may not have a large salss
volume, ACMI did not provide unit or
dollar sales.

{h) Packaging costs. Neither the ACMI
nor CSMA provided information on the
potential costs of providing child-
resistant packaging for their members’
products. The ACMI reported that its
members did not provide sufficient cost-
related information to respond to the
request. ACMI wrote that some member
manufacturers are voluntarily using
child-resistant packaging for cerzain
hazardous products and that sincs
members ““tend to support the proposai
and have products alreadv in child-
resistant packaging, it would not appear
to raise major cost obstacles.”

While neither ACMI nor CSMaA
nrovided information on potentia! costs.
it might be noted that incremental costs
for child-resistant packaging tvpically

range from $0.005 to 30.02 per package.
For products using a racently developed
child-resistant trigger sprayv, incremental
costs wi)l amount o about 50.025 per
nackage.

(c} Small business effects. The
Commission does nct know the universe
of companies that would be affected by
the proposed requirement. At least
1.500 large and small zompanies were
notified of the proposal through trade
associations and individual mailings.
Howaver, the responses to the ANPR
provided no infermation indicating that
small businesses would be significantly
affectad by the proposed chilé-resistant-
rackaging requirement. Additicnaily,
there are several reasons to believe that
:he proposed rule would not have a
significant impact on affected
companies. Scme manufacturers of
nousehold products that are subject to
the proposal are currantiy previding
child-resistant packaging.
Manufacturers of household products
tvpicaily have diverse product lines that
also include product formulations that
would not be included under the
proposal. Thus, the number of products
that would require child-resistant
packaging mav represent a smail
proportion of a firm's production.
Finally, the firms wouid be able to
exhaust existing inventory, since the
rule would not appiy to products
packaged before the effective date.

Only two individual small companies
commented on the packaging casts that
would be incurred to convert their
products to child-resistant packaging.
While both indicated there would be an
sconomic burden, neither provided
specific cost information. The product
of one company is packaged in an
aerosol container and delivers a fine
mist sprav; the product of the other
company is packaged in a tube with a
restricted-flow moist-fiber applicator
tip. Neither of these package tvpes

would he covered under the preposed
rile: thus. the proposal will hava no
effect on these companies.

Based on the response to the ANPR.
and the wide availability and relatively
small incremental costs of child-
resistant packaging, the Commissicn
certifies that the proposed rule, if
promulgated and as it relates to
products regulated under the FHSA,
w:ll not have a significant economic
effect on a substantial number of small
entities.

3. Hvdrocarhon-containing products
regulated under the FDCA.

[a) Market information. Mineral oil, a
hydrocarbon available in a wide range
of viscosities, is used in a number of
personal care products regulated under
the FDCA. Products containing mineral
oil and having a low viscosity. such as
some baby cils, bath. massage. and
sensual aroma oils, eve makeun
removers, and nail care and sun care
preparations, would also be cevered
under the proposed rufe. While manv of
these products are tvpically scld -
separately. others are sold as part of a
gift box that includes several items, for
etample iragrant bath oil packaged
with a soap and powder. The oroducts
may have aerosol. foam. gel. liquid,
lotion, and solid formulations. and use
a variety of delivery systems.

The CTFA, which represents about
275 manufacturers of cosmetic products.
commented that most cosmetics product
categories containing mineral oii are
marketed in solid form and thus do not
present an aspiration hazard. The
association also noted that only a few of
the cosmetics in liquid form would be
subject to the contemplated child-
resistan! packaging requirement. This is
because most exceed the viscosity limit
and/or contain less than 10%
hydrocarbons,

Many baby cil products are availabie
in cream. lotion, and gel formulations.
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The proposed ruie will not affect these
products because of their high viscosity.
Stmilarly. the proposal will not affect
many sun care products because of their
high viscosities (creams, gels, lotions,
solid sticks} or because they do not
contain hydrocarbons.

In response to the ANPR, CTFA sent
a survey to over 200 representatives of
member companies and received only
15 completed survevs. CTFA reported
that some companies returned the
surveyv stating that they used no
hydrocarbons, they were not currently
marketing subject products. or their
products were not for household use. In
addition to products containing
hydrocarbens, mest manufacturers of
cosmetics tvpicaily have extensive
product lines and use various
tormulations without hydrocarbons. The
association summarized member
comments and provided informaticn
only by product category, without
identifving brands or companies. There
was no indication as to whether the
responding companies were “'smail” or
“large™ busifiesses. Oniy manufacturers
of baby oil provided market share and
unit sales data in respense to the survey.
Based on these data, CPSC staff
estimates the annual sales of baby oil at
abcut 35 million units.

For all cosmetic preduct categories,
Drug Topics iMay 5. 1697} indicated
that sales amounted to $2.9 billion and
911.5 million units in 1996. No breakout
by tvpe of product was given. However,
the trade publication Happi (March
1996] reported that sun care producs. a
cosmetics category with some
hydrocarbon-containing preparations,
had $393.8 million in sales (almost 70
miliicn units) in drug, fcod. and mass
merchandise stores in 1995. However,
Happi did not provide a oreakout of the
products that make up the sun care
category, which includes sunscreens/
sunhlocks. self-tanners. and after-sun
preparations.

{bj Packaging costs. Packaging for
cosmetic products that may contain
mineral oil currently includes finger
press and pump dispensers, continuous
threaded closures. flip tops with
restricted orifices, finger spray pumps,
and trigger spravs. Some nail care
products are packaged with a piug insert
restricted-neck fitting in the bottle's
neck to remove excess product from the
appiicator brush.

According to a leading closure
manufacturer, incremental costs for
some types of chiid-resistant packaging
that can he used for haby cil, sun care,
and other mineral-oii-containing
cosmetics are about $0.01 per unit
{depending upon size, quantity ordered.
and color}. These package tvpes include

a commercially availaiie package with 2
child-resistant closure and a restricted-
neck fitting, and a dispensing cap with
a flip top is under development. CTFA
commented that a marketer of eve
makaup remover reported the
incremental cost for child-resistant
packaging for the companv's product
would amount to 1.5 cents.
Additionally, the incremental cost for a
recentlv developed child-resistant
trigger spray is about $0.025 per unit.

There is an unknown quantity of nail
care products that the propesal may
affect. Samples of minerai-cil-
containing cuticle and nail oils CPSC
starf examined were packaged with 13-
20mm diameter neck finishes on bottles
with buiit-in applicator brushes. They
contain 0.4 0 1.0 oz of product. It may
be necessary for some suppiiers to
change the closure and beitle finish in
order to accommodate potentially
available child-resistant packaging.
There are at least two U.S.-based
packaging manufacturers that could
develop child-resistant closures with
appiicator brushes. No information is
available regarding the incremental cost
of such packaging.

in adsition to the incremental cost of
chiid-resistant packaging. manufacturers
may aiso incur one-time start-up costs.
Initial costs vary widely according to
the product and ‘o the extent of package
redesign. CTFA provided estimates of
one-time packaging costs based on the
member survev noted earlier. The
estimates for child-resistant packaging
for saby otl, bath oil. and sunscreen
products ranged Tom 3163.000 to $1.3
million and. depending upen
manufacturer, included research and
cevelcpment. new bottle molds, new
custom-designed caps. and new tceling
for product-filling lines. No specific
information was provided to support
these costs.

One manufacturer. providing
comments independent of the CTFA,
estimated the start-up costs for chiid-
resistant packaging for baby il at
5122,000 for tooling and changing parts.
assuming that onlv the closure changed
and bottle shapes and sizes were not
affected. The estimates for tooling and
changing parts for child-resistant
packaging for a tanning oil, moisture
lotion, and bath oil ranged from $6.100
to $85,100.

(c} Small business effects. The
concerns of seme cosmetics
manufacturers center on the need for
custom-design packaging, especially for
oroducts with small markets, and on the
effect of using child-resistant packaging
on exports. As noted earlier. CTFA did
not provide information regarding the
identiiy of responding companies; thus.

the Commission doses not xnow if these
manuisciurers are small businesses, The
high start-up vest sstimates for cusiom-
design chitd-resistant packaging
discussed above. One unidentified
CTFA member commented that
“packaging avsthetics is an integrat
slement of cosmetics and lis] a xev
factor in packaging decisions and
ultimately. consumer purchases.”
Several companies indicated that they
woulid be forced to discontinue various
products if chiid-resistant closures were
required, because product sales would
not support the casts of providing the
packaging. Data regording tvpes of
areduct, formulaticn. sales valume. and
projected packaging costs were not
provided.

A number of CTFA mamber
companies aise expressed concerns
regarding exports of child-resistant
packaged cosmetics. According to
CTFA, packaging requirements for
cosmetics would adverselv impact
global sales becausea ""of a negative
consumer perception in foreign
countries about the safety of the U.S.
preduct with a child-resistant closure
versus the foreign competitor’s preduct
that is not child resistant.” The
association also commented that a
foreign competitor’s packaging cest
could be lower than the U.S. preduct
with a child-resistant closure and that
consumers would buy the cheaper
product in many cases. The association
did not pravide comparisons between
foreign and domestic costs or data
regarding the value of exports that the
proposal may impact. The proposed rule
does not require companies that export
affected cosmetic products to use child-
resistant packaging for their exports.

CTFA reports that one memkber
company manuiacturing a massage oil
packaged with a continuous threaded
closure and a restricted flow opening
wouid drop the product rather than
provide child-resistant packaging,
According to CTFA. the product. selling
at retail for $26 {6.7 0z) has low sales
volume that does not make it “worth the
investment to refit with special
packaging.” No astimate of the
magnitude of the investment {or child-
resistant packaging was provided.
Additionally, CTFA reported that one
manufacturer of nail products said it
would discentinue two products if
child-resistant packaging were required.
A second nail-product manufacturer
anticipated that child-resistant
packaging woulid cost several thousand
dollars for custom cap retooling and
result in a 20% increase (unstated dollar
value) in ongeing packaging costs. The
size of these businesses is unknown.
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The Commission does net know the
universe of companies that wouid be
affected by the proposed requirement
for chili-resistant packaging for
products regulated under the FDCA.
The Commission requests that
suppliers, especially small businesses
and organizations representing srall
bhusinesses. provide specific information
abhont their products and the effect the
propesed ruie would have on them. The
respenses to the ANPR did not indicate
that manv small businesses weuld be
affected. The wide availability and
relatively small incremental cosis of
child-resistant packaging relative to the
retail price of cosmetic products suggest
that few firms should have a significant
2conomic burden.

Based on the economic information
available on the proposed rule aifecting
products regulated under the FDCA. :he
Commission certities that the proposad
rule. f promulgated. would not have a
significant economic effect on a
substantial number of small entities.

L. Preliminary Environmental
Assessment

Pursuant to the Naticnal
Environmental Policy Act. and in
accordance with the Council on
Environmental Quality regulaticns and
CPSC pracedures for environmentiai
review, the Commission has
preliminarily assessed the possibie
environmental sffects associated with
the proposed packaging requirements
for household products that contain
hvdrocarbons of low viscosity.

“The Commissicon’s regulations at 16
CFR 1021.5(¢)(3) state that the rules
requiring special packaging for
consumer products normaily have little
ar nio potential for affecting the human
snvironment. Preliminary analvsis of
the impact of this proposed rule
indicates that chiid-resistant packaging
requirements for the producticn of
marketers of low-viscosity hvdrecarbon-
containing producis under the proposed
ruie will have no significant etfzcts on
the environment. The manufacture. use,
and disposal of c¢hiid-resistant closures
will present the same environmental
affects as do nen-child-resistant
closures.

J. Executive Orders

This proposed rule has been
evaluated in accordance with Executive
Order No. 13.083. and the rule raises no
substantial federaiism concerns.

Executive Order No. 12.988 requires
agencies to state the preemplive offect.
if anv, to he given the regulation. The
presmptive effects of these rules is
established by Section 7 of the PPPA,
which states:

.« o * P

[al whenever o standard ~
under ;the PPPA] applicable to 1 housrhald
substance is in erfect. no State or political
subdivision of a State shall have any
authority eizher 1o estabiish or continue in
effact. with respoect to such housencid
substance, any standard for speciai packaging
fand any exempiion therafrom and
requirement related theretc) whica s net
identical to the [PPPA} standard [and
axemption, =21c.5
15 U.5.C 1476ia).

Subsection {b) of 15 U.5.C. 1476
provides a circumstance under which
subsection (a) does not prevent the
Faderal Government or the government
of any State or poiitical subdivisian of
a State {rom establishing or continuing
in effect a special packaging
requirement applicable to a household
substance lor its own [governmental]
use, and which is not identical to the
standard applicable to the product
under the PPPA. This occurs if the
Faderal, State, or political subdivision
requirement provides a higher degree of
protection from such risk of injury than
the censumer product safety standard,

Subsecticn (c) of 15 U.S.C. 1476
authorizes a State or a political
subdivision of a State ‘o request an
exemption from the preemptive effect of
a special packaging requirement. The
Commission may grant such a raquest,
Lv ruie, where the State or political
subdivision standard or regulation {1)
would not cause the housenold
substance to be in violation of the
Federal standard, (2) provides a
significantiv higher degree of protection
iram the risk of injury than does the
Faderal standard and (3) does not
unduiv burden interstate ccmmerce.

K. Trade Secret or Proprietary
Information

Any person responding to this notice
who beileves that any information
submitted is trade secrat or proprietary
should specifically identify the exact
portions of the document ciaimed to be
confidential. The Commission’s staif
will receive and handle such
information confidentially and in
accordance with section 8(aj of the
Consumer Product Safety Act {"CPSA”)
13 U1.5.C. 2055(a). Such information will
not be piaced in a public file and will
not be made avaiiable to the public
simpiv upon request. If the Commission
receives a request for disclosure of the
information or concludes that its
disciosure is necessary to discharge the
Commission's responsibilities, the
Commission will inform the person who
submitted the information and provide
that person an opporiunity o present
additional informatibn and views
conczrning the confidential nature of
the information. 16 CFR 1015.18(h).

The Commission’s stat? will then
make a determination of whether the
informaticn is trade secret or
proprietary information that cannot he
released. That determination will ba
made in accordance with appiicabie
provisions of the CPSA: the Freedom of
Information Act ("FOIA7), 5 UE.C
352b; 18 U.5.C 1905: the Commission'’s
procedurai regulations at 16 CFR Part
1015 governing protection and
disclosure of information under
provisions of FOIA; and reievant
judicial interpretations. If the
Commission concludes that any part of
informaticn that has been submiitad
with a claim that the informaticn is a
trade secret or proorietary is discicsable,
it will notify the perscn submitting the
material in writing and previde at least
10 caiendar days from the receint of the
letter for that person to seek udicial
relief. 15 U.5.C. 2055(a}(35) and (6): 16
CFR 1015.19(b).

List of Subjects in 16 CFR Part 1700

Consumer protection. Drugs. infants
and children, Packaging and conrainers,
Poiscn preventicn, Reporting anc
recordkeeping requirements.

Effective date. The Commissicn
propeses that the rule become effective
1 vear after publication of :he final rule.
This period will allew manufacturers o
make any changes in their production
needed to comply with the standard
witheut unduly delaying the safety
benefits expected from the rule.

For the reasons set out in the
preamble, the Commission propeses to
amend 16 CFR 1700.14 as set forth
beiow.

1. The authority citation for part 1700
continues to read as foilgws:

Authority: 15 [7.5.C. 1571-1476.

Secs. 1700.1 and 1700.14 3iso issuzd under
15 L,5.C. 2079(aj.

2.in §1700.14 add new paragraphs
[a}{30} and (a){21) to read as foilows:

§1700.14 Substance requiring special
packaging.

:a"l x * !

{1301 Hazardcus substances containing
low-viscosity hvdrocarbons. All
prepackaged nonemuision-tvpe liquid
household chemical preducts that are
hazardous substances as defined in the
Federal Hazardous Substances Act
(FHSA) (15 U.S.C. 1261(f}). and that
contain 10 percent ¢r more
hvdrocarbons by weight and have a
viscosity of less than 100 SUS at 100° T,
shall be packaged in accordance with
the provisions of § 1700.15{a), {b}, and
{c], except for the following:

(i) Products in packages in which the
only non-child-resistant accass to the
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contents is by a sprayv device {e.g.
aergsols or pump-or trigger-actuated
sprays) that expels the product solely as
a mist. This exemption includes
products that expel the product as a
mist in their as-soid condition, but that
can be modified by adding a tube to
expel the product as a stream.

{ii) Writing markers and ballpoint
pens exempled from labeling
requirements under the FHSA by 16
CFR 1500.83.

(iii} Products from which the liquid
cannot flow freely. including but not
limited to paint markers and battery
terminal cleaners. For the purposes of
this requirement. hvdrocarbons are
defined as substances that consist solely
of carbon and hvdrogen. For products
that contain muitiple hydrocarbons. the
total percentage of hvdrocarben in the
product is calculated hy adding the
percentage by weight of the individual
hydrocarbon components.

(31) Drugs and cosmetics containing
low-viscosity hvdrocarbons. All
prepackaged nonemulsion-type iiquid
househeld chemical products thai are
drugs or cosmetics as defined in the
Federal Food. Drug, and Cosmetics Act
(FDCA) {21 U.5.C. 321{a)). and that
contain 10 percent or more
hvdrocarbons by weight and have a
viscosity of less than 100 SUS at 100°F,
shall be packaged in accordance with
the provisions of § 1700.15(a). {bj. and
{c), except for the following:

(i} Products in packages in which the
only non-child-resistant access to the
contents is by a spray device (e.g..
aerosols or pump- or trigger-actuated
spravs) that expels the product solely as
a mist. This exemption includes
products that expel the product as a
mist in their as-sold condition, but that
can be maodified by adding a tube ta
expel the product as a stream.

{ii} Products from which the liquid
cannot flow freely. including but not
limited to makeup removal pads. For
the purposes of this requirement,
hvdrocarbons are defined as substances
that consist solely of carbon and
hydrogen. For products that contain
multiple hydrocarbons. the total
percentage of bydrocarken in the
product is calculated by adding the
percentage bv weight of ihe individual
hydrocarbon components.
» ¥ * * "

Dated: December 23, 1999.
Sadye E. Dunn,
Secretary, Consumer Product Safety
Commnission,
[FR Doc. 99-33770 Filed 12-30-49: 3:45 am]
BILLING CODE §355-01—P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

(IL177-1b; FRL-6506—4)]
Approval and Promulgation of
Implementation Plan: lllinois

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve
an Illinois™ State Implementation Plan
{SIP) revision request affecting air
permit rutes, submitted on Juiy 23,
1998. In the final miles section of this
Federal Register. the EPA {s approving
the State’s request as a direct final rule
without prior proposai because EPA
views this acticn as noncontroversial
and anticipates no adverse comments. A
detailed rationale for approving the
State’s request is set forth in the direct
final rule. The direct final rule will
become effective without further notice
uniess the Agency receives relevant
adverse written comment on this action.
Should the Agency receiva such
comment, it will publish 3 withdrawal
of the final rule inferming the public
that the direct final rule will not take
effect and such public comment
received will be addressed in a
subsequent final rule based on this
proposed rule. If no adverse written
comiments are received, the direct final
rule will take effect on the date stated
in that document and ro further activity
will be taken on this action. EPA does
r.ot plan to institute a second comment
pericd on this action. Any parties
interested in commenting sn this actien
should do so at this time,

DATES: Written comments on this
propcsed ruie must be received on or
before February 2, 2000.

ADDRESSES: Written comments should
be mailed to:

]. Elmer Bortzer, Chief, Regulation
Development Section, Air Programs
Branch (AR-18]). Eavironmental
Protection Agency, Region 5. 77 West
Jackson Boulevard, Chicago, lllinois
60604.

Copies of the State submittal are
available for inspection at: Regulation
Development Section, Ajr Programs
Branch (AR-18]), Environmental
Protection Agency, Region 3. 77 West
Jackson Boulevard, Chicago. Hlinois
60604.

FOR FURTHER INFORMATION CONTACT:
Lauren Steele, Environmental Engineer,
Permits and Grants Section, Air
Programs Branch {AR-18]],
Environmental Protection Agency,

Region 3. 77 West Jackson Boulevard,
Chicago, lilinois 60604, {312} 353-5069.
SUPPLEMENTARY INFORMATION: I ur
additional information see the direct
final rule published in the finai rules
section of this Federal Register.

Dated: December 1, 1399.
fo Lynn Traub,
Acting Regional Administrator. Region 3.
[FR Doc. 99-33625 Filed 12-30-99: 3:45 am]
BILLING CODE 6560-50-7

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[MT-001-0016b; FRL—-6505-9]

Clean Air Act Approval and
Promulgation of Air Quality
Implementation Plan Revision for
Montana; Revisions to the Missoula
County Air Quality Rules

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA proposes to approve the
State implementation plan (SIP}
revisions submitted by the Governor of
Montana with a letter dated November
14, 1997. This submittal consisis of
several revisions to Missoula County Air
Quaiitv Control Program regulations,
which were adopted by the Montana
Board of Environmental Review (MBER)
on October 31, 1997. These rules
include regulations regarding general
definitions, open burning, and criminal
penaities. This submittal also includes
revisions to regulations regarding
national standards of performance for
new stationary sources (NSPS} and
National Emission Standards for
Hazardous Air Pollutants (NESHAPs],
which will be handled separatelv.

In the Final Rules section of this
Federal Register. EPA is approving the
State's SIP revision as a direct final rule
without prior proposal because the
Agency views this as a noncontroversial
SIP revision and anticipates no adverse
comments. A detailed rationale for the
approval is set forth in the dirsct final
rule. If no adverse comments are
received in response to this action. no
further activity is contemplated in
relation to this rule. If EPA receives
adverse comments, the direct final rule
will be withdrawn and all public
comments received will be addressed in
a subsequent {inal rule based on this
proposed rule. EPA will not Institute a
second comment period on this action.
Any parties interested in commenting
on this action should do so at this time.
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MEMORANDUM
DATE: March 22, 2000
TO : ES
Through: Sadye E. Dunn, Secretary, 0S8
FROM : Martha A. Kosh, 0S
SUBJECT: Proposed Rule on Household Products Containing
Hydrocarbons, 63 FR 93, January 3, 2000
ATTACHED ARE COMMENTS ON THE CP (00-1
COMMENT DATE SIGNED BY AFFILIATION
CP 00-1-1 1/18/00 Roger Tucker Cecastal Unilube, Irnc.
Director - 44 North Secand St.
Quality & Suite 1200
Technolcgy Memphis, TN 28103
CP 00-1-2 3/14/00 Cenris Lott Tanning Research
Exec. Director Labgratories, Inc.
of Technical P.O. Box 265111
Affairs Daytona Beach, FL 32128
CP 00-1-3 3/17/00 tudents Flcrida Intermational
(3 classes) University
University Park
Miami, FL 331g%
CP 00-1-4 3/20/00 Brigid Klein Chemical Specialties -
Regulatory Manufacturers Assoc.
Counsel 1913 Eye Street, NW
Washington, DC 20006
CP 00-1-5 3/20/00 S.E. Vredenburg Pennzoil-Quakexr State

Ccmparny
700 Milam, P.Q. Box 298567
Houston, TX 77252



Propcsed Rule cn Household Products Centaining Hydrccarbens, 65
FR 93, Clanuary 2, 2000

CP G0-1-6 3/20/00 C. Beckley The Comestic, Tciletry,
Assoc. General & Fragrance Association
Counsel 1101 1777 St, NW

Suite 300
Washington, DC 200386

CP 00-1-7 3/20/00 D. Fanning The Art & Creative
- CAE, Exec. Materialis Institute
Vice President Incorp.

1230 Main St.
P.O. Box 479
Ranscn, MA Q2341
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United States

CONSUMER PRODUCT SAFETY COMMISSION
Washington, D.C 20207

MEMORANDUM
DATE : June 18, 2001
TO + ES

Through: Todd A. Stevenson, Acti
FROM : Martha Xosh

SUBJECT: Notice cZ Additional Hydrccarbon Cata

;’S.TTACHED ARE COMMENTS CN THE C2 01-3
COMMENT DATE SIGNED BY AFFILIATION
C? ¢1-3-1 4/:12/01 Michelle Lee Eryn Mawr Ccllege
C-1408
Bryn Mawr, PA 19C10
CP 01-3-2 5/10/01 Heidi McAuliffe Naticnrnal Paint & Ccatings
Counsel, Govern- Associaticrn, Inc.
ment Affairs 1500 Rhode Island Av=s, NW
Washington, CC 206005
CF Q1-3-3 5&5/11/01 Ann McCulloch Autcmotive Chemical
Manager Manufacturers Council

1225 New York Ave., NW “
Suite 200
- Washington, DC 20005

CP 01-3-4 6/18/01 Catherine Beckley The Cosmetic, Toiletry, and
Assoc General Fragrance Associaticn

Counsel 1101 17°" St, NW, Suite 300
Washington, BC 20036
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Memorandum

Date: August 24, 2001

TO :  Suzanne Barone
Project Manager
Hydrocarbons Project

THROUGH: Warren Prunella ', | /
Associate Executivé‘F ector

Directorate for Economic Analysis

FROM  : Robert Franklin <
Economist
Directorate for Economic Analysis

SUBJECT : Economic Considerations Regarding the Final Rule to Require CR Packaging
for Products Containing Low Viscosity Hydrocarbons.

The staff 1s recommending that the Consumer Product Safety Commission issue a final
rule that would require child-resistant (CR) packaging for consumer products that are at least 10
percent hydrocarbon by weight and have viscosities of less than 100 Saybolt Universal Seconds
(SUS) at 100° F. This rule would cover products in many categories including some automotive
chemicals and cleaners, lubricants, paint solvents; and art matenals. It would also cover some
cosmetics and personal care products such as some mineral oils that may be used in baby oil and
sun tan oil. Hydrocarbon-containing products packaged in aerosol containers or hydrocarbon
products that are emulsions, such as creams or lotions, are not covered.

The Directorate for Economic Analysis prepared a report (published with the notice of
proposed rilemaking (Federal Register vol. 63, no. 93)) on the products that are likely to be
affected by, and the likelv economic impacts of, the rule. Although several public comments
were submitted in response to the notice, none of the comments provided new economic or
market data related to the preliminarv assessments of the potential impacts on small businesses
or the envigonment. This memorandum presents the staff’s final assessment of the potential
impact of the rule on small businesses and the environment.

Small Business Effects

The universe of companies that would be affected by a rule requiring CR packaging for
products (including some cosmetic and personal care products) that contain at least 10 percent
hydrocarbons by weight and have viscosities of less than 100 SUS at 100° F is not known. There
are at least several hundred manufacturers of household products and cosmetic and personal care
products that may contain hydrocarbons that may be subject to the rule. Some of these may be



“small” according the criteria established by the Small Business Administration. However, there
are several reasons to believe that the ruie would not have a significant impact on a substantial
number of small businesses.

First, the incremental cost of CR packaging is low, usually in the range of $0.005 to
$0.02 per package. For some types of closures, such as a recently developed CR trigger spray,
the incfemental cost may be about $0.025 per package. These costs are generally passed on to the
consumers and do not adversely impact the manufacturers. One trade association (representing
manufacturers of art supplies) confirmed that the cost of CR closures is probably low and “would
not appear to raise major cost obstacles.” (Public Comment CP00-1-7)

Second, most manufacturers of household, personal care, and cosmetic products tend to
have diverse product lines that include product formulations that would not be covered by the
regulation. Thus, the number of products that will require CR packaging under this reguiation
may represent onlv a small proportion of any one firm’s production,

Finally, because the rule onliv applies to products packaged after the effective date, firms
will be able 10 sell any existing inventory of packaged product not in CR containers. Since the
effective date is one year after the Commission adopts the rule, the firms should have sufficient
time to find or develop CR closures for their packages. Until the effective date, firms can
continue to package the products in non-CR packages. Products packaged before the effective
may be distributed and sold after the effective date.

In the notice of proposed rulemaking the Commission certified that the proposed rule, if
promulgated, would not have a significant economic effect on a substantial number of small
entities. The Commission did not recetve any public comments in response to the notice
criticizing the certification. Therefore, based on the available information, there is no evidence
that the rule would have a significant economic impact on a substantial number of small entities.

Environmental Review

Pursuant to the National Environmental Policy Act, and in accordance with the Council
on Environmental Quality regulations, and CPSC procedures for environmental review, the
Commission staff has reviewed the possible environmental effects associated with the rule to
Tequire cestain low-viscosity hydrocarbon products to be in CR packages.

The Commission’s regulations at 16 CFR 1021.5(c)(3) state that the rules requiring
special packaging for consumer products normally have little or no potential for affecting the
human environment. Qur analysis of the impact of the rule requiring special packaging for
certain low-viscosity hydrocarbon products indicates that it will have little or no potential for
affecting the human environment. This is because the manufacture, use, and disposal of CR
closures present the same environmental effects as do non-CR closures.
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CONSUMER PRODUCT SAFETY CCMMISSION

16 CFR 1700

Household Products Containing Hydrocarbons; Final Rules
AGENCY: Consumer Product Safety Commission.

ACTION: Final Rules.

SUMMARY: These rules, promulgated under authority cof the
Pcison Preventicn Packaglng Act (PPPA), require child-

resista

1t (CR)} packaging Zor certair products that contain
low-viscoesity hydrocarbons.® This requirement is intended
tc protect children under five vyears <f age from serious

injury asscclated with aspiration of hvdrocarben croduc:ts.

The requirement applies to certain prepackaged nonemulsion-

T

ype ligquid househcld chemical preducts, including drugs and
cesmetics, that contain ten {10) percent or mors

hydrocarbens by weight and have a viscosity cof Isass than one
hundred {100) Saybclt Universal Seconds (SUS) at 100° F -
(covered products). For purposes cf these rules,

hydrocérbons are defined as compounds that consist solely of

carben and hydrogen. For a product that contains multiple

hydrccarbons, the total percentage of hydrocarbens in the

[add fn re ocutcome of Commission votel]
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product is the sum c¢f the percentages by weight of the
individual hydrccarbcon compenents.

DATE: These rulses kecome eififective , 2002

[insert date that is 1 year after publication], ard apply to
covered products packaged con or after that date.
ADDRESS: Copies cf documencs relevant tc this rulemaking can
be requested from the Qffice cf the Secretary, Consumer
FProduct Safety Commissicn, Washington, D.C. 20297-0001
{301} 504-0C80C, =-mall crsc-cs&Cpsc.gev, ©r in perscn at
Rcom 502, 4330 East-West Highway, Bethesda, Maryiand.
FOR FURTHER INFORMATION CONTACT: Geri Smitch, Office of
Compliance, Consumer Product Safety Commission, Washingtor,
DC 20207; telephcone {301} 504-0608, ext. 1150.
SUPPLEMENTARY INFORMATION:
A. Background

The Poiscn Prevention Packaging Act (PPPA), 15 U.S.C.
1471-1476, authcrizes the U.S. Consumer Froduct Safaety

Commissicn (CPSC oxr Commissicn) to require cnild-resistant

H

{CR) packaging of hazardous hcusenhold substances 1in
approrriate cases. These rules reguire CR packaging for
certain low-viscogity hydrocarbon products.

Direct aspiraticn into tne lung, or aspiration during
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child-resistant packaging standards. Thes

i

products include prepackaged ligquid kindlirng and
illuminating preparaticns (e.g., lighter fluid) (1€ CFR
1700.14 (a) (7)), prepackaged solvents for paint or other
similar surface-coating materials (e.g., paint thinrers) (1%
CFR 170¢.14(a) {15)), and ncremulsicon liguid furniture polish
(16 CFR 1700.14 {(a) (2)) .

Because h?drocarbons are not now regulated as a
chemical class under the PPPA, many cther hydrocarbon-based
consumer prcducts are not required to be in child-resistant
packaging. Cleaning solvents, autcmotive chemicals,
shoe-care prcducts, and cosmetics may ccontain large amounts
of various hydrocarbons and are nct required to be in
child-resistant packaging. For example, an existing
child-resistant packaging standard requires child-resistant
packaging of prepackaged kerosene for use as lamp fuel.

Howewver, a gun cleaning solvent that contains cver 350 -
percent kerosene dces not have to meet this requirement.

Mineral spirits used as a paint sclvent regquire
child-resistant packaging, but spot removers containing 75

percent mineral spirits, and water repellents containing 95

percent mineral spirits, do not.
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On January 3, 2000, the CPSC issued a Notice of
Proposed Rulemaking (NPR) proposing CR packaging
requirements for consumer products that contain hydrccarbons
of low viscosity. 65 FR 93.

The Commission propeosed two discrete rules, one for
products regulated under the FHSA and the other for products
regulated under the Food, Drug, and Cosmetic Act (FDCA), 21
U.s.C. 301-39{. The proposed rules would require CR
packaging of prepackaged nonemulsion-type ligquid household
chemical products or drugs and cosmetics that contain 10
percent or more hydrocarbons® by weight aﬁd have a viscosity
of less than 100 SUS at 100°F. For products that contain
multiple hydrocarbons, the total percentage of hydrocarbons
in the product is calculated by adding the percentage by
weight of the individual hydrocarbon components.

The NPR outlined several packaging types that would be
exempted from the rules. These included products packaged
in aerosol cans, and mechanical pumps or trigger sprayers,
provided the aeroscl, mechanical pump, or trigger sprayer
expelled the product as a mist. For mechanical pumps and

trigger sprayers, the spray mechanism would be required to

*Hydrocarbons are defined for purposes of these rules as compounds that
consist solely of carbon and hydreogen.

-5-
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be permanently attached to the bottle or haveRaWCR
attachment. However, if the mechanical pump or trigger
sprayer expelled preduct as a stream (either solely or as an
option), the entire package including the pump mechanism
would ha?e been required to be CR. Aerosol products that
formed a stream by the addition of an extension tube
inserted into the nczzle would have been excluded from the
packaging reqﬁirements if, without the extension tube, the
product would be expelled as a mist.
| Writing markers and ballpoint pens are exempted from
full cautionary labeling requirements under the FHSA
relating to ingestion toxicity if they meet certain
specifications prescribed by regulation. 16 CFR 1500.83.
The Commission proposed that these products also be exempted
from CR packaging requirements. In addition, the NPR
proposed that cosmetics and other household substances, such
as battery terminal cleaners, paint markers, and make-up
removal pads, that do not have product free flowing from the
packaging, be excluded from the CR packaging requirements,
even if they contained 10 percent or more hydrocarbons by
weight and have a viscosity under 100 SUS.
The NPR was sent to 375 trade associations and

businesses believed to be involved with hydrocarbon-

-6-
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containing products. Seven individuals and grcups submitted’

comments. Most of the comments focused on which products
should be subject to the rules. Many of them reiterated
comments that were previcusly submitted in respconse to the
advance notice of proposed rulemaking (ANPR) and addressed
in the NPR.

Several commenters requested a test method to define
“stream” for aérosol and pump and trigger spray products.
Aerosols and the discharge from pump and trigger spray
mechanisms are not subject to the final rules being issued
today. The CPSC expects to address the “stream” vs. “mist”
issue in a subseqguent proceeding.

At the Commission meeting on December 3, 1999,
Commissioner Gall requested that the CPSC staff develop a
plan for the collection of additional data related to
ingestion incidents involving mineral oil-based cosmetics.
To this end, the Commission apprcved the purchase from the
American Associlation of Poison Control Centers (AAPCC) of
additional information on exposures to mineral oil-based
cosmetics. These data were evaluated by the CPSC staff. In
an April 11, 2001 supplemental Federal Register notice of
data availability, the Commission provided an opportunity

for the public to comment on thig information. 66 FR 18738.
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The comment period, which was extended at the request of the

Cesmetic, Toiletry, and Fragrance Association (CTFA}, ended
on June 11, 2001. Four comments were received in respomnse
to the notice.

The comments on the NPR and the additional data, the
CESC’'s responses, the scope of these final rules, and the
Commission findings required under the PPPA for issuance of
the rules, aré discussed below.

B. Response to Commentz on the NPR

1. Mechanical Pumps and Trigger Sprayers

Comment : One commenter (CP00-1-6) requested that the
language of the proposed provision that would exempt pump-
or trigger-actuated sprays that form a mist be modified to
state clearly that the exemption is only available for
pump/trigger sprays that have the pumping unit permanently
affixed to the product container.

Response: The exemption provision proposed in the NPR read,
“Precducts in packages in which the only ncn-CR access to the
contents is by a spray device (e.g. aerosols or pump-or
trigger-actuated sprays) that expels the product solely as a

mist.” The phrase “the only non-child-resistant access to

the contents is by a spray device” implicitly requires that

39



the trigger or pump have either a permanent or a‘CR
attachment to the package.

The final rules being issued today do not cover
aerosols or pump or trigger spray mechanisms. However,
irrespective of the absence from the final rules of a
requirement for the aeroscl or pump/trigger spray mechanism
itself to be child-resistant, products in trigger or pump
sprayers that Eontain 10 percent or more hydrocarbons by
weight and have a viscosity of less than 100 SUS at 100°F
must still have either a CR or permanent attachment to the
product container. The language of the final rules
clarifies this requirement.

Comment: One commenter (CPQ0-1-4) suggested that senior
testing should not be required for assessing the
removability of a trigger sprayer from the product container
because a senior does not need to remove the trigger
mechanism to use the product.

Response: Mechanical pumps and trigger sprayers have two
routes of access to the package contents -- via the spray
mechanism and via the attachment of the gpray mechanism to
the product container. Companies have two options
concerning the attachment of the sprayer to the container.

The sprayer can be either permanently attached or have a CR

~9-
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attachment. A CR attachment is required if'the container is’
refillable.

The genior test protogeol at 16 CFR 1700.20 directs that
the senior adults on the test panel open and close the
packaging properly according to the instructions found on
the package. If the instructions for use are to operate the
trigger, this feature should be tested (for a product where
the trigger méchanism is required to be child-resistant).

If no instructions are found, activation of the trigger
would still ke considered the “normal usage” of the package.
This approach is consistent with the commenter’s view.
However, if the trigger mechanism itself is removable,
manufacturers would need to test to see if genior adults
could remove and properly replace the trigger sprayer
mechanism onto the product container.

2. Single-Use Products

Comment.; A comment (CP00-1-1) was received requesting that
products intended for “total package use” not require CR
packaging. The commenter supported the addition of a
labeling statement, and provided as an example, “Add entire
contents to gasoline tank.”

Response: This comment was addressed previously in the

preamble of the NPR. CPSC reiterates that any regulated

-10-
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product that is intended to be fully used in a single
application must meet the child-resistance and adult-use-
effectiveness specifications for the first opening, since
regulations require that the CR packaging be effective for
the life of the product. However, for example, an
automotive additive would not necessarily be a “single-use-
product” if only a portion of the contents were to be added
to certain eng&ne sizes.

Comment: Two commenters (CP00-1-4, 5) requested that
language be added to the rules to address single-use
products. They suggested, “Any regulated product that is
intended and likely to be fully used in a single application
must meet the child-resistance and adult-use-effectiveness
specifications for only the first opening.”

Response: Additional language is not necessary in the rules
to address CR packaging of single-use-products. The
reqgulation clearly states that special packaging must
continue to function for the number of openings and closings
customary for its size and contents. 16 CFR 1700.15(a}.
One opening would be customary for a single-use product.

3. Turpentine

Comment : Cne commenter (CP0Q-1-7) requested that the CR

packaging requirement of the proposed rules be applied to

-11-
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turpentine with a viscosity level of less than 100 SUS at;
100°F in addition to hydrocarbons.

Response: While turpentine presents an aspiration hazard,
turpentine is also readily absorbed following ingestion and
systemic toxicity can result. The systemic toxicity
associated with turpentine is different from the hazards of
many hydrécarbons which have low systemic toxicity but a
significant r£§k of chemical pneumonitis following
aspiration. Turpentine, if ingested, is hazardous
regardless of the wviscosity. -Liquid household products that
contain 10 percent or more turpentine by weight now require
CR packaging. 16 CFR 1700.14 (a} (6). These final rules do
not amend or supersede the turpentine CR packaging
regulation, which remains applicable without regard to the
visceosity of the turpentine product.

4. Writing Instruments

Comment : One commenter (CP00-1-7) stated a concern that if a

marker contained a substance newly covered by these final
rules that was not exempted from FHSA labeling, the marker
would require CR packaging.

Response: 1In the NPR, the Commission proposed an exemption
from CR packaging for hydrocarbon-containing writing

implements exempted from the FHSA labeling requirements. 16

-12-
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CFR 1500.83. In addition, the Commissidn propcsed to exé%pt
products from which the liquid could not flow freely. This
would include paint markers or other such products not
exempted from the FHSA la?eling regulations. Therefore,
under the rules as proposed, if a marker contained a
*hydrocarbon” not specifically exempted from the FHSA
labeling requirements, it would still not require CR
packaging if tﬁe hydrocarbon did not freely flow from the
implement. However, the proposed exemption would not extend
to substances beyond “hydrocarbons” as defined in the
proposed rule. The final rules issued today adopt these
exemption provisions.

5. Effective Date

Comment: Two commenters (CP-00-1-4, 5) stated that an
effective date of at least one year was appropriate. The
commenters requested that the Commission incorporate a
procedure for companies to apply for a temporary stay of
enforcement as wasg done previously in the CPSC rulemaking to
revise the CR packaging protccol test methods. 60 FR 37710.
Responge.: The Commission believes that one year is
sufficient for manufacturers to adopt CR packaging for
hydrocarbon-containing products. The commenter provided no

specific information that would demonstrate the need for

-13-
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additional time. The Commission is not including a spediai
procedure for the submission of requests for stays of
enforcement as was done in the previcus CPSC rulemaking to
revise the CR packaging protocol test methods. The large
volume of products affected by that rule, the technical
difficulties involved with changing many different closure
types, and the availability of a large supply of CR closures
justified the-incorporation of a special procedure. This
rulemaking does not involve those considerations. However,
a company can request a stay of enforcement from the
Commission or enforcement discretion from the CPSC Office of
Compliance at any time on a case by case basis.

Comment.: One commenter (CP00-1-2) requested that the
effective date take into account the schedule for the
development and marketing of suntan products, which have a
long lead-time. 1In addition, the commenter stated that
precducts not sold in one season may be held until the next -
year’'s season.

Response: The PPPA requires that no standard take effect

later than one year from the date a rule is issued. 15

U.S.C. 1471n. However, the standard applies only to

products packaged on or after the effective date.

Therefore, sgsuntan products packaged before the effective

~14 -
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date but sold thereafter are not subject to ﬁhe”f&iégi
Acrording tc the commenter, the timing of bringing products
to market 1s over a year. However, the schedule from product
development to packaging described in the commenter’s
submission ig less than one year. (Product lines are
decided by December and production of those lines begins in
August of the following year.} The one-year effective date
thus allows améle time for suntan products subject to these
final rules to comply with the CR packaging requirement.
6. Additional Data on Mineral Qil-Based Cosmetics

The following comments were received in response to the
Federal Regigter nctice providing a public comment period on
the CPSC staff analysis of the additional brand name data
purchased from the AAPCC on exposures to mineral oil-based
cosmetics. 66 FR 18738-40 {(April 11, 2001}. Also, two
commenters submitted comments about aerosol products.
Since, as was stated previously, the final rules issued
today do not apply to aeroscls, these comments are not
addressed here.
Comment : One commenter (CP-01-3-1) stated that it was
important that the CPSC identify all cosmetic products that

would meet the criteria for requiring CR packaging.

-15-
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Responge: Applicability of the proposed ruleg is bBased on
the physical and chemical characteristics of the preduct,
not its product category. That i1s, any product that
contains 10 percent hydrocarbons or more by weight with a
viscosity less than 100 SUS at 100°F is required to be in CR
packaging, unless otherwise exempted. The purpose of the
rules promulgated today is to protect children from exposure
to any product that contains low viscosity hydrocarbons that
have the potential for serious injury. The CPSC staff
solicited information about products and categories of
products that might be subject to the rules to assess their
scope and to determine if CR packaging is available or can
be developed for those types of products. Under these final
rules, it is the responsibility of the packager of a product
exhibiting the specified physical and chemical
characteristics to comply. What category the product typé
happens to fall within is irrelevant.

Comment : One commenter (CP-01-3-4) stated that the TESS data
and staff analyses are not valid for making the conclusiocon
that mineral oil-containing cosmetics require CR packaging.
Response: The TESS database is a specialized data collection
system that contains information about calls to Poison

Contrcl Centers. The staff agrees that there are

-15-



ORAFT

limitations to the TESS data. However, these daﬁéméﬁﬁport
the fact tkat children dc access c¢osmetic products that
contain hydrocarbons. See, 66 FR 18739 {(April 11, 2001) (The

£ Lvai - b \ditional d . L oil-

). CTFA
in its comment concurs that the data demonstrate that
children access mineral oil-based cosmeﬁics. If these
products, or ;ny others, have 10 percent or more
hydrocarbons by weight with a viscosgity less than 100 SUS at
100°F, serious injury could result from ingesLion with
accompanying aspiration. The TESS data simply further
confirm this.

Comment: One commenter (CP-01-3-4) stated that the data show
a low incidence of serious injuries and that several of the
deaths would not have been prevented by CR packaging.
Responge: The PPPA does not require a minimum number of
deaths and sericus injuries before the Commission can
proceed with a child-resistant packaging rule. Rather, the
PPPA requires that the Commission find that a substance is
capable of causing serious injury or illness to young
children that are exposed to it. The purpose of the human

experience data is to demonstrate that children access

products that may contain hydrocarbons and to further
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validate the fact that aspiraticn of hydrocaiboﬂ3COntainiﬁg'-’:
products with viscosities under 100 SUS at 100 °F can result
in serious injury. The data presented demonstrate these
peints. 66 FR 18739. However, the commenter states that
the descriptions of the incidents do not support the
conclusion that child-resistant packaging would have
protected these children from death. The commenter
attributes thgs either to the clcsure apparently being left
off in one instance or to information being inconclusive in
the other scenarios. While it is unknown if child-resistant
packaging would have saved the lives of these children, the
effectiveness of child-resistant packaging in reducing
deaths is well documented. For prescription medicines and
aspirin alone, CPSC estimates that the lives of over 900
children have been saved since child-resistant packaging was
first required for these products. The commenter does not
attempt to refute that aspiration of mineral oil-based ”
cosmetics may be asscciated with sericus injury. Requiring
child-resistant packaging would limit access to these
products by children in the future.

Comment: One commenter {(CP-01-3-4) provided a calculation of
relative risk and compared the risk of a baby o0il fatality

to the risk of death by other products and the risk levels

-18-~-



apparently used by the Department cf Defense and the Federal
Aviaticn Administration.
Besponge: The PPPA requires that the Commission find: 1}
that a substance is capable of causing serious injury or
illness teo young children that are exposed to it and 2) that
CR packaging is technically feasibkle, practicable, and
appropriate. 15 U.S.C. 1472{a). The PPPA dces nct reguire
a relative risk evaluation as a prereguisite to reguiring CR
packaging.
¢. Additional Death

CPSC staff has become aware of an additicnal death
resulting from asgpiration of kaby oil ((010628HAA3357). The
victim’s twin brother opened the closed bottle of baby oil
and gave it to the victim. According tc the mother, the
child, a 15-16 meonth-old who had a history cf respiratory
problems, then ingested baby o0il. The child was admitted to
the hcspital on the fcllowing day with breathing problems
and died 29 days after the exposure. The death certificate
lists respiratory failure due toc acute respiratory distress

syndrome (ARDS) and cil aspiration.
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D. The Scope of the Regulations

After reviewing the comments submitted in response to
the NPR and the supplemental notice of data availability,
the Commission has decided to issue final PPPA rules for
household products that contain hydrocarbon chemicals
capable of causing chemical pneumcnia and death following
aspiration. The remainder of this section describes the
scope and forﬁ of the final rules.

The rules apply to prepackaged nonemulsion-type liquid
household chemical products, including drugs and cosmetics,
that contain 10 percent or more hydrocarbons by weight and
have a viscosity of less than 100 SUS at 100°F.
Hydrocarbons are defined as compounds that consist solely of
carbon and hydrecgen. For products that ceontain multiple
hydrocarbons, the total percentage of hydrocarbons in the
product is the gsum of the percentages by.weight of the
individual hydrocarbon compecnents.

The final rules exclude aerosocl products {(i.e.,
pressurized spray containers). The rules also exclude
products packaged in mechanical pumps and trigger sprayers,
provided that the spray mechanism is either permanently
attached to the preduct container or has a child-resistant

attachment. Potential coverage of aeroscls, pump and

-20-
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trigger sprayers will be addressed separately in a future 7

proceeding.

The definition of what is a “household substance” that
can be regulated under the PPPA includes, inter alia, both a
*hazardous substance” as defined in the FHSA and a “food,
drug, or cosmetic” as those terms are defined in the Federal
Food, Drug, and Cosmetic Act (FDCA). Enforcement of the
PPPA with respéct to hazardous substances is accomplished
using the misbranding and prochibited acts sections of the
FHSA. Enforcement of child-resistant packaging requirements
applicable to foods, drugs, or cosmetics relies on
comparable provisions of the FDCA. Therefore, the
Commission is issuing two discrete rules, cone for hazardous
substances and one for drugs and cosmetics, to closely
associate a particular rule with the applicable enforcement
mechanism. Foods are not covered under the rules, because
there currently are no data indicating a need for CR
packaging of focd products.

Current FHSA regulations partially exempt small
packages, minor hazards, and certain special circumstances
from the FHSA's labeling requirements. 16 CFR 1500.83(a).
Writing markers and ballpoint pens are exempt from full

cautionary labeling requirements relating to toxicity 1f

-21-
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they meet specifications listed in the regulations. These

o

(.

products are also excluded from the child-resigtant
packaging requirements in this-final rule due to the
difficulty a child would have in obtaining a toxic amount of
fluid from these types of products. For the same reason,
products that are packaged so their contents are not free-
flowing, such as some battery terminal cleaners, paint
markers, and ﬁéke-up removal pads, are also excluded from

the child-resistant packaging requirements of the final

rules.
E. Statutory Considerations

1. Hazard to Children

Before issuing rules requiring CR péckaging, the
Commission must find that the degree or nature of the hazard
to children in the availability of the products in question
by reason of their packaging is such that special packaging
is required to protect children from serious injury or
illness from handling, using, or ingesting the products.
15 U.8.C. 1472(a) (1). The Commission made these findings
preliminarily with regard to household chemicals and

cosmetics in the preambles to the ANPR and NPR for the rules

-22-
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that are being issued in final form today.;ﬁqSubsequent CPsC
gtaif review of additional data on mineral oil-based
cosmetics, as discussed above, validate that children access
these products and that those that contain 10 percent or
more hydrocarbons with viscosities under 100 SUS at 100 °F
can result in serious injury. In fact, it is worth noting
that several brands of baby oil, a product obviously
intended for use on small children, are labeled with a
warning as follows:
For external use only. Keep cut of children’s
-reach to aveoid drinking and accidental inhalation,
which can cause serious injury. Shculd breathing
problems occur, consult a doctor immediately.
That warning is in effect the required PPPA statutory

finding.

With respect to the general category of hydrocarbon-

containing products, Congress, in enacting the original PPPA

in 1970, specifically addressed the hazard of ingesting and

See 62 FR B661-2 {(February 26, 1997) and 65 FR 98-9 (January 3,
2000), which are hereby incorporated by reference.

It is also worth noting that the PPPA “hazard to children” finding
with respect to these hydrocarbons has also been made as a prerequisite
ro issuing the three current child-resistant packaging regulations that
address specific househecld products containing hydrocarbons:
prepackaged ligquid kindling and illuminating preparations, {(e.g..
lighter filuid), 16 CFR 1700.14(a) (7); prepackaged solvents for paint or
other similar surface coating materials (e.g., paint thinners), 16 CFR
1700.14(a) {(15); and nonemulsion liquid furniture pelish (1§ CFR
1700.14(a) (2) .

-23-
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aspirating hydrocarbon-ceontaining products as cne of the
A -

fundamental bases of the need for the PPPA:
In the household specialties area, some chemicals
cause serious 1llness requiring lengthy
hospitalization from which the child may never
recover. .. On ingestion, these petroleum
distillates [hydrocarbons] are readily aspirated

into the lungs and may lead to severe chemical
pneumonitis in a matter of minutes.

H.R. Rep. No, 91-1€42 at 5 (197Q}.

For the éoregoing reasons, the Commission finds that
the degree or nature of the hazard to c¢hildren in the
availability of products that contain 10 percent or more
hydrocarbons with viscosities under 100 SUS at 100 °F, by
reason of their packaging, is such that special packaging is
required to protect children from serious personal injury or
serious illness resulting from handling, using, or ingesting

the products.

2. Technical Feasibility, Practicability, and
Appropriateness

As a prerequisite to CR packaging rules, the Commission
must also find that the special packaging is *“technically
feasible, practicable, and appropriate.” 15 U.S.C.
1472 (a) {(2) . Technical feasibility may be found when
technology exists or can be readily developed and

implemented by the effective date to produce packaging that
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conforms to the standards. Practicability means that
special packaging complying with the standards can utilize
modern mass production and assembly line technigues.
Packaging 1is appropriate when complying packaging will

adequately protect the integrity of the substance and not

interfere with its intended storage or use. See S. Rep. No.

91-845, at 10 (1970).

The Commission made these findings preliminarily and
issued the proposed rules. Those findings, which appear at
65 FR 99-100, are hereby incorporated by reference. No
comments were received in response to the NPR regarding the
technical aspects of child-resistant packaging. Therefore,
the Commission concludes that CR packaging is technically
feasible, practicable, and appropriate for products that
contain 10 percent hydrocarbons or more by weight with a
viscosity less than 100 SUS at 1Q0°F.

3. Other Considerations

Section 3(b) of the PPPA requires that the Commission
consider the following in establishing special packaging
standards:

a. The reasonableness of the standard;

b. Available scientific, medical, and engineering data

concerning special packaging and concerning childhood
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accidental ingestions, illness, and injury—ééused by
household substances;

c¢. The manufacturing practices of industries affected
by the PPPA; and

d. The nature and use of the household substance.

15 U.s.C. }472(b).

The Commission has considered these factors with
respect to thé-various determinations made in this
rulemaking, and finds no reascn to conclude that the rules
are unreasonable or otherwise inappropriate.

F. Effective Date

The PPPA provides that no regulation shall take effect
sooner than 180 days or later than one year after the date
such final regulation ié issued, except that, for good
cauge, the Commission may establish an earlier effective
date if it determines an earlier date to be in the public
interest. 15 U.S5.C. 1471n. The NPR proposed an effective -
date of one (1) year after publication of the final rules.

Two comments received on the NPR reguested additional
time for companies that may need it. However, no
information was submitted to demonstrate that more than one
year would be necessary to adopt child—resistant packaging

for any product.
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The CPSC staff estimated that any néceééary packaging;
changes could be achieved during a one-year time frame.
Therefore, the Commission is issuing these final rules with
an effective date of cne year after the date of their
publication in the Eederal Register. The Commission is not
establishing a general procedure for stays of enforcement of
the requirements of these final rules. However, there is
nothing to preclude an individual company from requesting
relief from the CPSC Office of Compliance if specifiic
difficulties arise in complying by the effective date.

G. Regulatory Flexibility Act Certification

When an agency undertakes a rulemaking proceeding, the
Regulatory Flexibility Act (RFA), as amended by the Small
Business Regulatory Enforcement Fairness Act of 1996, 5
U.S.C. 601 et seqg., generally requires the agency to prepare
initial and final regulatory flexibility analyses describing
the impact of the rule on small businesses and cther small
entities. Section 605 of the RFA provides that an agency is
not required to prepare a regulatory flexibility analysis if
the head of the agency certifies that the rule will not have
a significant economic impact on a substantial number of

small entities.
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The Commission's Directorate for Economic Analysis
prepared an assessment of the impact of rules to require CR
packaging for products that contain 10 percent hydrocarbons
or more by weight with a viscosity less than 100 SUS at
100°F. A copy of the assessment is available for inspection
in the docket for this rulemaking. The assessment reports
that the incremental cost of providing basic CR packaging is
usually small {($0.005-$0.02/per package), and confirms the
staff’s previcus experience with child-resistant packaging
and current packaging. Child-resistant packaging is widely
available and the incremental costs are small relative to
the cost of most household chemicals and cosmetic products.
In addition, the one (1) year effective date should include
enough lead-time for companies to use up existing package
inventory.

Based on that assessment, the Commission certified in
the NPR that the rules, if promulgated as proposed, would
not have a significant econcomic effect on a substantial
number of small entities.

The NPR was sent to 375 trade associations and
companies believed to make products that contain
hydrocarbons. The Commission did not receilve any comments

in response that questioned the certification. Therefore,
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there is no evidence available that the ruié; would have a =
significant economic impact cn a substantial numkber of small
entities.

Based on the foregoing analysis, the Commission
certifies that these final rules do not have a significant
impact on a substantial number of small businesses or other
small entities.

H. Envirommental Considerations

Pursuant to the National Environmental Policy Act, and
in accordance with Council on Environmental Quality
regulations and CPSC procedures for environmental review,
the Commission has analyzed the possible environmental
effects associated with the proposed PPPA reguirements on
products that contain 10 percent hydrocarbons or more by
weight and have a viscosity less than 100 SUS at 100°F.

The Commission's regulations state that rules requiring
special packaging normally have little or no potential for
affecting the human environment. 16 CFR 1021.5(c) (3).
Nothing in these rules alters that expectation. Therefore,
because the rules would have no adverse effect on the
environment, neither an environmental assessment nor an

environmental impact statement is regquired.
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I. Executive Order No. 12988

As provided in Executive Order No. 12988 the CPSC
states the preemptive effect of these final rules as
follows.

The PPPA provides that, generally, when a special
padkaging standard issued under the PPPA is in effect, "no
State or political subdivision thereof shall have any
authority either to establish or continue in effect, with
respect to such household substance, any standard for
special packaging (and any exémption therefrom and
requirement related thereto} which is not identical to the
[PPPA] standard." 15 U.S.C. 1476(a). A State or local
standard may be excepted from this preemptive effect if (1)
the State or local standard provides a higher degree of
protection from the risk of injury or iilness than the PPPA
standard; and (2) the State or political subkdivision applies
to the Commission for an exemption from the PPPA's
preemption clause and the Commission grants the exemption
through procedures specified at 16 CFR part 1061. 15 U.S.C.
1476 (c} (1). In additiocn, the Federal government, or a State
or local government, may establish and continue in effect a
non-identical special packaging requirement that provides a

higher degree of protection than the PPPA requirement for a
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househeld substance for the Federal, State br local
government's own use. 15 U.S5.C. 1476(Db).

Thus, with the exceptions noted above, these rules
" preempt non-identical state or local special packaging
standards for such drug products.

Ligt of Subjects in 16 CFR Part 1700.

Consumer protection, Drugs, Infants and children,
Packaging and containers, Poison prevention, Reporting and
record keeping requirements.

For the reasons stated in the preamble, the Commission
amends 16 CFR 1700.14 (a) as follows.

Part 1700-POISON PREVENTION PACKAGING ACT OF 1970
REGULATIONS

1. The authority citation for part 1700 continues to
read as follows:
Authority: 15 U.S5.C. 1471-1476. Secs. 1700.1 and 1700.14
also issued under 15 U.5.C. 207%(a).

2. In § 1700.14(a), add new paragraph (31) to read as
follows:

(31) Hazaxdous substapnces containing low-viscosity
hydrocarbons. All prepackaged nonemulsion-type ligquid
household chemical products that are hazardous substances as

defined in the Federal Hazardous Substances Act (FHSA) (15
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U.S.C. 1261(f)), and that cecntain 10 peréént or more

hydrocarbons by weight and have a viscosity of less than 100

SUS at 100°F, shall be packaged in accordance with the

provisions of § 1700.15(a), (b), and (¢}, except for the
following:
(i) Products in packages in which the only non-

child-resistant access to the contents is by a spray device
(e.g., aerosois, or pump- or trigger-actuated sprays where
the pump or trigger mechanism has either a child-resistant
or permanent attachment to the package).

(ii) Writing markers and ballpoint pens exempted from
labeling requirements under the FHSA by 16 CFR 1500.83.

{(iii) Products from which the liquid cannot flow
freely, including but not limited to paint markers and
battery terminal cleaners.
For purpeoses of this requirement, hydrocarbons are defined
as substances that consist solely of carbon and hydrogen.
For products that contain multiple hydrocarbons, the total
percentage of hydrocarbons in the product is the sum of the
percentages by weight of the individual hydrocarbon
components.

3. In § 1700.14(a), add new paragraph (32) to read as

follows:
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hydrecarbons. All prepackaged nonemulsion-type ligquid
household chemical products that are drugs cr cosmetics as
defined in the Federal Food, Drug, and Cosmetics Act (FDCA)
(21 U.s.C. 321(a)), and that contain 10 percent or more
hydrocarbons by weight and have a viscosity of less than 100
SUS at 100°F, shall be packaged in accordance with the
provisions of é 1700.15¢a), {(b), and (c), except for the
following:

(i} Products in packages in which the only non-child-
resistant access to the contents is by a spray device (e.g.,
aerosols, or pump- or trigger-actuated sprays where the pump
Oor trigger mechanism has either a child-resistant or
permanent attachment to the package).

(ii) Products from which the liquid cannot flow freely,
including but not limited to makeup removal pads.

For the purposes of this requirement, hydrocarbons are

defined as substances that consist solely of carbon and
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hydrogen. For products that contain multiple hydrocarbons,
the total percentage of hydrocarbons in the product is the
sum of the percentages by weight of the individual

hydrocarbon components.

Dated: 2001.

r

Todd A. Stevenscn, Acting Secretary
Consumer Product Safety Commission
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